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According to the Department, the rulemaking
hearing rule implements best practices in the area
of office-based opiate treatment while ensuring that
Tennesseans have continued access to this
important treatment options.

Rule 0940-05-35-.02 establishes definitions for
terms commonly used in the rules.

Rule 0940-05-35-.03 identifies other rules that are
applicable to entities licensed under this rule.

Rule 0940-05-35-.04 establishes procedures for
entities applying for licensure, including, but not
limited to, provisions regarding ownership,
application for licensure, renewal of licensure,
licensure fees, the Department's authority to
conduct investigations in order to ensure
compliance with the rules, etc.

Rule 0940-05-35-.06 establishes procedures
regarding admission and discharge from an OBOT
and requires that these admission and discharge
procedures be carried out in accordance with peer
reviewed medication assisted treatment guidelines
developed by nationally recognized organizations.

Rule 0940-05-35-.07 establishes patient records

requirements for OBOTs, including, but not limited
to, ensuring patient consent to treatment, ensuring
that patients are informed of the OBOT's rules for
patient conduct and responsibilities, and ensuring



adequate billing and medical record retention and
maintenance in accordance with Tenn. Code Ann.,
Section 33-2-403(e),(f), and (g).

Rule 0940-05-35-. 09 requires OBOTSs to create
individualized treatment plans for their patients and
ensure that each individualized treatment plan is
created in accordance with peer reviewed
medication assisted treatment guidelines
developed by nationally recognized organizations.
Individualized treatment plans shall address the
frequency of random observed drug screens, office
visits, and counseling sessions.

Rule 0940-05-35-.10 establishes requirements
regarding the treatment of special populations at
the OBOTs, including pregnant women and women
of child bearing age and potential, patients
engaged in pain management, patients living with
co-occurring disorders, patients who have
engaged, or who are engaging, in polysubstance
abuse, and patients who are currently in the
criminal justice system.

Rule 0940-05-35-.11 identifies counseling as an
essential element to medication assisted treatment
provided at an OBOT and requires OBOTs to be
responsible for determining and documenting that
counseling is being received and that their patients
are progressing towards meeting the goals listed in
their individualized treatment plans.

Rule 0940-05-35-.12 establishes requirements
regarding medication management, including
prescribing practices, the use of benzodiazepines,
checking of the controlled substances monitoring
database, the development of guidelines for the
review of prescriptions from other providers, etc.

Rule 0940-05-35-.13 requires OBOTs to use drug
screens for the purpose of assessing a patient's
abuse of drugs and evaluating the patient's
progress in treatment and sets out basic provisions
regarding the collection and documentation of
those drug screens.

Rule 0940-05-35-.14 & 15 establish requirements
regarding detoxification and medically supervised
withdrawal and the implementation of diversion
control plans.



Rule 0940-05-35-.16 contains reporting
requirements regarding: correspondence between
the licensed provider and various government
agencies (Tennessee Department of Health, FDA,
DEA, SAMHSA, etc.); reports and information to
assist in determining the effectiveness of
medication assisted therapy and how that treatment
is delivered; information on significant occurrences
at the Facility, including death or serious injury or
any action taken against the Facility by the DEA,
accrediting body or other local, state, or federal
agency; responses to citations for violation of the
proposed rules or citations from other agencies.

Rule 0940-05-35-.17 establishes patient rights at
an OBOT.

Rule 0940-05-35-.18 establishes requirements
regarding community relations between OBOTs
and the communities in which they are located and
require documentation of community relation efforts
and community contacts.

Rule 0940-05-35-.19 establishes personnel and
staffing requirements for OBOTs, including
standard qualifications for an OBOT's medical
director, facility director, program physicians, and
other qualified providers.



Public Hearing Comments

One copy of a document containing responses to comments made at the public hearing must accompany the
filing pursuantto T.C.A. § 4-5-222. Agencies shall include only their responses to public hearing comments,
which can be summarized. No letters of inquiry from parties questioning the rule will be accepted. When no
comments are received at the public hearing, the agency need only draft a memorandum stating such and include
it with the Rulemaking Hearing Rule filing. Minutes of the meeting will not be accepted. Transcripts are not
acceptable.

TDMHSAS Responses to Comments about
Rules Chapter 0940-05-35
Minimum Program Requirements for Nonresidential Office-Based Opiate Treatment Facilities
made prior to, during, or after the
Rulemaking Hearing held on August 30, 2016

*The Department has attempted to present the following comments in a form that is both easy to read and
accurate to the intent of the commenter. In rare cases, the Department made technical edits to increase the
readability of a comment. Please forgive any typographical errors in both the comments and responses.

GENERAL COMMENTS

MICHAELA D. POIZNER, ATTORNEY (BAKER, DONELSON, BEARMAN, CALDWELL & BERKOWITZ, PC):
Do I understand that (assuming these rules are promulgated as proposed), a physician practice that does not
prescribe more buprenorphine to more than 150 patients will not need to be licensed as an OBOT?

WES WEIGEL, YOST ROBERTSON NOWAK PLLC, WILLIAMSON COUNTY ESCROW & TITLE, INC.: Under
the proposed rules, if a clinic stayed under the 150 patient limit, are those clinics exempt from the proposed rules?

ROBERT SHEARER, M.D.: My question regards the limits, | understand that you are putting it at 149 but isn't
one of the biggest problems that we deal with is the cash-pay patient that are seen 4 hours or 6 hours at 200-300
dollars a pop? And does this do anything to diminish that type of care?

Kurt Hippel: The [patient threshold] is statutorily set...[at] 150 and above AND 50% or more, that is the
extent of our authority to promulgate rules.

Dr. Lloyd: One of the things that Dr. Mutter said was the establishment instead of practiced guidelines
that would apply across the board no matter if you had 200 patients or 1 patient which is what I thing you are
talking about

Dr. Shearer: Right.

Dr. Loyd: So whenever you have practitioners, | think Dr. Conway pointed this out too, letting the BME
handle those, well, in order to do that you have to have a set of guidelines that you can match medical records
against to see where you are not meeting this standard or that standard. So [ think that is something that we look
forward, you know and your point is well taken, | think that is something that is a part of the process as we go on.

TDMHSAS Response: Yes. Only professional practices “prescribing products containing
buprenorphine, or products containing any other controlled substance designed to treat opiate addiction
by preventing symptoms of withdrawal to fifty percent (50%) or more of its patients and to one hundred
fifty (150) or more patients” would need to be licensed as an OBOT. Ex. If a professional practice has 149
patients being prescribed buprenorphine to treat opiate addiction by preventing symptoms of withdrawal,
then that professional practice would not need to be licensed as an OBOT.

MITCHELL MUTTER, M.D., TENNESSEE DEPARTMENT OF HEALTH: If a patient was on MAT and then went
to abstinence and just doing follow-up visits, [the patient] no longer counts then toward the 150 patient threshold,
is that right?

The 150 patients is per facility not provider, so if you have 4 prescribers in a facility, it's not 600 patients they can
serve, it's 150 for the entire OBOT facility.



TDWIHSAS Response: Dr. Mutter is correct regarding both of his above comments.

MICHAELA D. POIZNER, ATTORNEY (BAKER, DONELSON, BEARMAN, CALDWELL & BERKOWITZ, PC): I
a physician practice obtains a license as an OBOT, will that OBOT require a CON? | believe, based on the
recently amended T.C.A. § 68-11-1602 (7)(B)(iii), that an OBOT will still be exempt from the CON requirements if
it is "exclusively the professional practice office of a physician,” (the words of § 68-11-1602(7)(B)(iii) and the
OBOT prescribes Suboxone to fewer than 150 patients. Is that correct?

TDMIHSAS Response: A CON is not required to operate an OBOT. Additionally, nonresidential
opioid treatment program facilities (OTP) and nonresidential office-based opiate treatment facilities
{OBOT) are two different licensure categories and will be governed by two separate sets of licensure
rules. An QTP facility requires licensure by TDMHSAS and a CON from the HSDA. An OBOT facility
requires only a license from TDIHSAS.

MARIE CROSSON, Ph.D., EXECUTIVE DIRECTOR, TENNESSEE ASSOCIATION OF DRUG COURT
PROFESSIONALS (TADCP): The Regional Judicial Opioid Summit held August 23 through 26, 2016 in
Cincinnati, Ohio, was the beginning of a year-long effort, convened due to the National Opioid Epidemic that has
its epicenter in our 9 state region (Ohio, Michigan, Pennsylvania, Virginia, West Virginia, Kentucky, indiana, and
lllinois). In this first of its kind effort, there was recognition that the epidemic would be most effectively addressed
through the convergence of muttidiscipline, collaborative approaches both intrastate and across states. Together
we discussed ways to improve our state and regional responses. The Tennessee delegation that included 12
individuals, outlined a plan to build on the amazing work that has already been done, as well as a commitment to
return to Tennessee and encourage participation in a regional strategy.

The Tennessee delegation recognizes and appreciates the difficult and tedious work it has taken thus far to
develop the proposed rules, and we believe they are a solid step in the right direction. Based on our expertise,
conversations with the other states at the Summit, and our own state discussions, we would like to make the
following two recommendations regarding the draft rules for Tennessee Outpatient Buprenorphine Clinics:

1. To establish state and regional, best practice guidelines for Opiocid-Based Medication Assisted Treatment
with consideration of the following:

a. Development of a regional network of physicians to be designated prescribers of opioid-based
MAT for recovery courts, DCS referrals, services to opicid dependent pregnant women, and other
locuses of care.

b. For DMHSAS to provide assistance and feedback to locate appropriate prescribers for the
network.

c. Toensure these designated prescribers understand the expectations and responsibilities, the
regional network and MAT guidelines would need to be in place prior to new referrals.

d. To solicit feedback from stakeholders, specifically recovery courts and child welfare agencies and
the courts with which they work to ensure the guidelines meet the needs of their participants and
clients. Recovery court judges as a whole will not embrace opioid-based MAT without concise,
quality, best practice treatment services delivered by providers able and willing to adhere to
guidelines such as these and who will also work closely with their programs. Child welfare
providers and the judges they work with would also be more open to support a system designed
with an emphasis on the “assisted” and “treatment” portions of a Medication Assisted Treatment
modality.

e. Representatives of these designated prescribers would be expected to attend recovery court
staffings when there are participants engaged in MAT to help monitor and provide treatment
continuity.

f.  Toinclude case management and clinical therapy guidelines that align with best practices in the
field and offer optimal opportunity for effective treatment and continuum of care services.

2. Neonatal Abstinence Syndrome guidelines need to be more robust with consideration of the following:

a. Physicians need to have protocols to routinely urine drug screen with a confirmed pregnancy

b. Mandatory pregnancy testing for all women of child bearing age accessing MAT services.

¢. Women receiving MAT to also receive education on the risks and benefits of voluntary long-acting
contraception



d.  Women receiving MAT to be educated at regular intervals on the effects, risks and benefits of
MAT

e. To explore the implementation of new detox protocols for opioid-addicted pregnant women based
on recent research by Dr. Craig Towers at the University of Tennessee Medical Center

Discussions among the 9 states represented at the Regional Judicial Opioid Summit mirror our recommendations.
These are statewide and interstate discussions that are ongoing between the 9 delegations. We respectfully
submit them for your consideration.

TDMHSAS Response: The Department acknowledges Dr. Crosson’s concerns regarding best
practices and neonatal abstinence syndrome.

Chapter 912 of the Public Acts of 2016 reguires the Department’s adherence to nationally-
recognized medication-assisted freatment auidelines for the development of these proposed rules.

Furthermore, the proposed rules reguire OBOTs to utilize best practices for admission and
discharge procedures and in developing individualized treatment plans for patients. By requiring OBOTs
to adhere to nationally-recognized medication-assisted treatment guidelines, the proposed rules ensure
that neonatal abstinence syndrome education and prevention strategies are provided by the OBOT to its

patients.

JAMES MANUELE, M.D., FACOG: Treating opiate addiction is not rocket science. Frankly, it's not that hard.
Patients need to be treated with compassion, honesty and respect. Providers need to ensure patients receive
counseling addressing their patients’ personal specific issues and needs. Physicians should drug screen their
patients to ensure compliance, check for relapse and help prevent diversion. Prior to handing a patient a
prescription for a controlled substance, the CSMD should be checked to avoid diversion and duplicate or
conflicting treatment. There’s your frame work. Instead we have pages of rules that denigrate patients, increase
cost and bureaucracy and, in my opinion, more often than not miss the mark.

Any regulations or rules created to address the treatment of opiate addiction should meet the following criteria:
1. They improve access to affordable treatment
2. They improve the quality of treatment
3. They should not place any increased barriers, be they financial or bureaucratic, between patients and
their ability to receive quality care.
4. They should address and seek to decrease opportunities for diversion.
5. Respect the rights and dignity of patients.

Unfortunately, the rules proposed by the Department of Mental Health and Substance Abuse Services fail to meet
many of these criteria. The proposed rules represent a bureaucratic morass and power grab that will ultimately
harm patients and negatively impact the treatment of the opiate epidemic in our State. Several of the proposed
rules represent barriers to treatment and violate patients’ rights to not be discriminated against. When the
proposed rules don't adversely impact care or access, they ignore the Constitution and place undue
administrative burdens on providers. Such burdens will result in fewer providers willing to navigate the rules,
tolerate the intrusion or bear the expense required to continue treating opiate addiction. Those providers that stay
the course, will be faced with increased costs to meet requirements that do little to address the original goals.

When costs are increased, ultimately the consumer bears them. If we as Tennesseans make the cost too high,
whether financially or by making treatment so time consuming and intrusive that patients and providers can’t
afford it, we will end up with more crime and more patients dying from overdose as they turn to the street where
it's easier and cheaper to obtain illicit drugs.

The proposed rules miss the mark and instead represent a boon of new work for the Department of Mental Health
while becoming a hindrance to effectively treating both patients and the epidemic of opioid abuse in Tennessee.

We need to remember that every addict is someone’s mother or daughter, brother or father. They are your
neighbors, your co-workers, your waitress, your boss or your priest. There is no special class or group that is
immune from opiate addiction. If these rules survive as written, we have to ask ourselves, which of these people -
do we wish to lose?

TDMHSAS Response: The Department recognizes the concerns addressed in Dr. Manuele’s




comments. These proposed rules are written so as to achieve the dual goals of ensuring effective,
efficient, and safe delivery of office-based opiate treatment services while limiting the regulatory burden
on licensed providers. In order to accomplish these goals, the Department sought the input of a wide-
variety of stakeholders, including a committee of experts that included several practicing addiction
medicine physicians (T.C.A. 4-5-205(c)), some of which were small business owners, and conducted
extensive research on best practices regarding office-based opiate treatment. These proposed rules will
increase the guality of care provided to individuals who access treatment from a licensed provider.

ALEXANDER ZOTOS, M.D. FASAN, PRESIDENT, TENNESSEE SOCIETY OF ADDICTION MEDICINE: |
would like to thank the Department of Mental Health And Substance Abuse Services for taking action on this
issue regarding treatment facilities which dispense buprenorphine. High quality and affordable treatment will
benefit the patients and public most in the State of Tennessee. The public must be protected from predétory
practices and low quality of care. [At this point in his written comments, Dr. Zotos made several comments about
specific provisions of the proposed rules. Dr, Zotos’ comments regarding specific rules are laid out and
addressed later in this document under “Specific Comments”]

In essence, these rules were intended to control and regulate bad practices and larger clinic type settings;
however, they do potentially restrict the solo provider from seeing more than 150 as the costs would go up for the
patient due to the costs of all the requirements and ultimately limit the number of patients someone in a small
practice would see. Ultimately, it benefits the "big" guys and pushes the smaller guys out indirectly. This is just
my opinion but my prediction is that larger entities will "pop" up in communities, which is what they don't want. It
also restricts trade as a solo physician. The number should be at least 200 to sustain a low cost practice. Thank
you for consideration.

TDMHSAS Response: The Department concurs in part. However, Chapter 912 of the Public Acts
of 2016 statutorily defines an office-based opiate treatment facility as an entity “prescribing products
containing buprenorphine...to fifty percent (50%) or more of its patients and one hundred fifty (150) or
more patients.” The proposed rules define office-based opiate treatment facilities using the statutory
definition of an OBOT as determined by the legislature. '

MITCHELL MUTTER, M.D., TENNESSEE DEPARTMENT OF HEALTH: It would be interesting to know the
estimated cost of this rule to both the provider and the state?

All standards of care should be in guidelines, not in rules, since standards of care change. Guidelines can be
changed quickly...rules not so. UDS assays changes so they should be in guidelines as well.

The other thing | would ask is that you would report to DOH vital statistics and the data warehouse any deaths
because that is another piece of data that we keep and we are creating the data warehouse to run that
against Buprenorphine or run that against pain management data or opiate prescribing. That is being put into
effect right now. Dr. McPeters is in charge of that but Laurie Ferrante in is charge of Tennessee Department of
Health (TDOH) vital statistics section.

TDMHSAS Response: The Department acknowledges Dr. Mutter’s general comments regarding
addiction medicine gquidelines.

As for reporting certain information regarding OBOTs to TDOH vital statistics, the Department
agrees that the proposed action would have a positive impact and the Department will work with TDOH as
to how to accomplish this suggestion, while adhereing to all state and federal confidentiality requlations
and statutes.

Attached to the proposed rule is a “Regqulatory Flexibility Addendum?”, an “Economic Impact
Statement”, and an “Iimpact on Local Governments” statement, which the Department has filed in
accordance with the Uniform Administrative Procedures Act and for the purpose of assessing the impact
these rules will have on both providers, many of which are small businesses, and local governments.
The proposed rules’ impact on the Department will not be significant (see Fiscal Note for
SB829/HB929/Chapter 912 of the Public Acts of 2016) due to two reasons: 1. although the number of
additional facilities that will be licensed as a resuit of the bill as amended is unknown, but it is estimated
that the additional inspections and licensure procedures can be accommodated within the existing
resources of the Department without a significant increase in expenditures: and 2. additional revenue will
be collected by the Department through licensure fees paid by the Facilities; this additional revenue will
cover any increased costs incurred by the Department for the additional licensure inspections and




workload.

DR. EVANN HERRELL, EHC MEDICAL, KNOXVILLE: | would like to thank the Department for all the efforts that
have been made. | would like to echo what Dr. Loyd [in his opening remarks] said this morning, this is what we
deal with on a daily basis and our hope is that these proceedings and all of this discussion and all of the
comments that are submitted, what will come out of this will be a reasonable set of rules that enables doctors to
practice evidence based medicine. But will also not cause any infringement on patient access to care because it
is very true what Dr. Loyd said, we have hundreds of people dying in this country every day, and | know that in the
State of Tennessee the death toll has increased dramatically since last year. So that's all we are looking for is to
be able to provide good care to patients.

TDMHSAS Response: The Department concurs.

BOB STUBBLEFIELD, SERENITY CENTERS OF TN, KNOXVILLE: | have been involved with operations in
substance abuse treatment centers on an outpatient or inpatient basis for about 31 years, my comments | will
send in written | would just like to voice some concerns. A lot of times this language right here for someone like
me or intensive outpatient programs are almost like we don't count. It's like we're just there, | mean it's that has a
concern for me that that would be that way. We've been operating facilities and now | understand the reasoning
we don’t want a bunch of people coming into drug r us or setting up a chain of stuff across the state, | got that, but
those of us who have been operating a legitimate treatment program for a number of years we have included
medically assisted treatment, I've done that, did that years ago, tie it into an intensive outpatient program, we've
done that legitimately. Some of this may be problematic to us. | also have issues and I'll go into detail about this
that really concerns me about the application of ASAM criteria and ASI, these folks, especially in highly toxic living
environments. Where as long as we are giving them the Suboxone correctly, and we're offering referral if they
keep relapsing, but does it say they must take a referral you must discontinue people continuing to substance
relapse. It leaves an out for people just to continue getting strips and not changing lifestyle. Those would be
concerns | have and the first in particular little detail things that I'll write today, wanting to put doctors on my board
of directors and things of that nature. If I've got 2-3 doctors sitting there together not affiliated in a practice and
they are going to tell me who my facility director is going to be so if | hired 2 competent person with degrees and
credentials out the ying-yang the language in here says | don't have a say in who | can hire for the facility director
that is a doctor, that is a big headache | have but | am glad we are moving this way, | am glad we are getting out
of the fly by night catch us if you can, you know the people who is giving us all a bad name. | am tickled to death
that we have this going on and going to put some order to the chaos that we have out here, order to the
malpractice, the malprescribing of this medication. It is a great tool; | would like to see it used as an appropriate
tool. Thank you.

TDMHSAS Response: [The Department did not receive further written comments from Mr.
Stubblefield.]

The Department concurs in part and respectfully disagrees in part.

The Department believes that it is important for doctors to maintain an ownership role in an OBOT
facility due to the medical nature of the treatment provided at such a facility. However, there are no
requirements in these proposed rules describing who is responsible for hiring the facility director. The
proposed rules require that the governing body recognizes the facility director by designating them in
writing.

Furthermore, regarding the comment about making referrals for higher levels of care, the
proposed rules would require a referral be made for higher levels of care, if indicated. However, higher
levels of care may be unavailable, unaffordable, or inaccessible and any actions made to a patient that
refuses a referral to a higher level of care is at the discretion of the facility, in the best interests of the

patient.

MARY LINDEN SALTER, L.C.S.W., EXECUTIVE DIRECTOR, TAADAS: On behalf of the Tennessee
Association of Alcohol, Drug & other Addiction Services (TAADAS) and our members, | have consolidated our
primary comments regarding the newly proposed licensure rules for Non-residential Office-based Opiate
Treatment Facilities (Ch. 0940-05-35). TAADAS is a statewide association of alcohol and drug abuse service
professionals and providers that represents over 52 state funded non-profit treatment providers as well as 26
individual and affiliate members.

TAADAS supports the regulation of Nonresidential Office-based Opiate treatment providers and believes that
regulations in support of evidence based practice for this level of care are needed. We recognize that these rules



are a first step towards appropriate regulation of out-patient opiate treatment. In general, we find the proposed
rules provide the structure needed to shape treatment practice that is modeled after evidence based programs.
We also urge TDMHSAS to develop practice guidelines for medication assisted treatment (MAT) and opiate
detoxification prescribing that will enhance the minimum and maximum standards that can be reguiated in the
administrative code. TAADAS recommends the following additional points be considered for the proposed rules.

First, we feel it is important for MAT providers to educate women of child-bearing age about MAT use while
pregnant. This education should be repeated at regular intervals and include a referral for contraception
counseling as needed. Given the number of prescriptions for opiates to women in this age range, we know that
rmany will seek opiate treatment and need to understand the risks to a pregnancy and to their child. We would
appreciate this being added to the current proposed rule.

Finally, addiction is a chronic disease and requires a chronic disease approach in its treatment. We support the
addition of case management into this level of care as community coordination should be required for any office-
based practitioner to be successful. Implementing case management as part of the rules for this level of care
would be an important step towards recognizing the importance of recovery support, recognizing the care
coordination of needs of these patients and supporting a chronic disease model for addiction treatment. The role
of clinician and case manager should be distinct and unique. Our comments on the minimum standards for each
role assume that to be the case. In order to ensure that the case management services are meaningful, we
believe that case load size should be regulated and should not exceed 75. In addition, we would like to see a
minimum of two case management contracts per month with one being face to face. We would encourage that the
minimum qualification for a case manager include persons with who are Certified Peer Recovery Support staff.

Thank you for your consideration of our comments. TAADAS appreciates all the hard work that went into
developing these proposed rules. We look forward to continued discussion about these rules as they are finalized
and implemented. | am happy to provide you and your colleagues at TDMHSAS with any clarification or
information that would be helpful.

TDMHSAS Response: The Department concurs with the comments made by Ms. Salter. The
proposed rules require that female patients of child bearing age and potential to acknowledge, in writing,
that they have received education on neonatal abstinence syndrome and the use of long-acting reversible
contraceptives.

The Departiment acknowledges the importance of ensuring that a Facility provides sufficient case
management services and believes this can be accomplished via a medical director’s review of patient
charts to ensure that the minimum number of case management services are being provided.

The Department acknowledges the recommendation for having certified peer recovery support
staff as case managers and will take it under advisement.

CHARLIE HYATT, TENNESSEE ASSOCIATION FOR ADDICTION PROFESSIONALS: | am here to our
organization wished to endorse the letter that TAADAS has presented to you fully. And make particular note
concerning the counseling. For anyone who has ever worked in MAT before it is a unique form of counseling and
the requirements need to be increased in order to reflect a person’s knowledge of working in that particular area.
One of our other concerns that is not mentioned on the letter, concerns the drug screening process. Traditionally,
in drug screening process primary counselors are responsible for observing drug screenings on their patients this
is very darnaging to the therapeutic alignment between therapists and client and we recommend that there be
some inclusion or notation that observed drug screens must be performed by medical personnel only or singular
designated staff in the physician's office.

TDMHSAS Response: The Department concurs with the recommendation to modify the definition
for “Observed Drug Screen” to specify that staff observing the drug screen be a member of the medical
or lab staff that is either employed or contracted by the facility.

DR. TOM REACH, PRESIDENT, WATAUGA RECOVERY CENTER, JOHNSON CITY: We are now treating
3500 patients with Buprenorphine over a 3 state area. | want to thank all the members of the committee and the
board especially Dr. Loyd and Kurt Hippel for excellent and diligent work in coming up with rules and regulations.
As you know we've gone through several renditions of this already, there are still a few fine points which | think
need some polish which | will submit to you in writing. In the state of the opiate epidemic that we have in
Tennessee where we have literally tens of thousands of patients that need to be treated and only a fraction of
that receiving care, anything that restricts access to care is going to cost people their lives. and so we have to
balance, clearly we need rules and regulations to regulate overprescribing inadequate care, inadequate



counseling, that is why we are here, but on the other hand we don’t want to be overly restrictive and put too much
of a burden on facilities that are already doing all of those things right that might cause them to offer less
adequate care. So in the points that | point out we have to be very careful in about how we do this.... [At this
point in his written comments, Dr. Reach makes a couple of comments about specific provisions of the proposed
rules. The comments regarding these specific provisions of the proposed rules are laid out and addressed later in
this document under "Specific Comments”.] But other than that | think that everyone has done an excellent job
and the other details | think some of them are typos and a few word changes. Thank you very much.

TDMHSAS Response: The Department concurs.

KAREN KERSHING, METRO DRUG COALITION, KNOXVILLE: We are a substance abuse prevention
organization. And the only thing | want to add, | had a lot of comments that were covered very thoroughly earlier
especially for the women that are pregnant that need to be in treatment really need to be addressed in prevention
with those women. But the other thing that has not been mentioned yet is trauma assessment being part of the
comprehensive assessment. | didn’t see that spelled out in the rules and definitely SAMHSA has been pushing
trauma in the form of treatment for quite a number of years now, so we know there is a huge link especially
between females in a history of trauma and if you don't deal with that trauma you are going to have a hard time
keeping them maintain recovery.

TDMHSAS Response: The Department acknowledges the concern presented by Ms. Pershing.

Under the proposed rules, the comprehensive assessment must be completed in accordance with
peer reviewed medication assisted treatment guidelines and “trauma-informed” treatment services will
likely be addressed under those guidelines (See SAMHSA’s TIP 40).

DR. RICHARD SOPER: I'm here as a professor with the soon to be launched, in November, chair of excellence
and addiction at the University of Tennessee in Memphis. We will be one of the 9 centers in the country. I'm also
here as someone who sits on the national board of the drug courts of professionals. We did not compare notes
believe it or not, but part of the reason | am here is that yes we at the University of TN Memphis and the center
are communicating with Vanderbilt, ETSU and with Meharry and we hope to be that conduit that provides the
guidelines for referral network or basis of physicians. But first and above all | think that it is hard to legislate the art
of medicine. | think armd | hope that this room as we have many of our associates and colleagues here that we
continue to melt the silence that we continue to communicate. [Regarding] guidelines, | am not sure we need to
continue to tighten down versus we [need to] follow the guidelines of ASAM. With all respect to some prior
presentations in that we allow ourselves to continue to communicate, educate, and to advocate for our citizens in
the state of Tennessee. We are one of the leading states in the country, not only with the database but with many
of our other [efforts]. We were the first state to have physician’s health program as most of you know. SO
addiction is real here, so we want to work together.

TDMHSAS Response: The Department acknowledges the comments submitted by Dr. Soper.

AL GRANIER, C.E.Q., ETM, LLC: We are affiliated with a company that professionally in the education business
for over 21 years. We provide 1 in 14 k-12 children in the United States with eh voice data video and distance
learning technology to about 6000 locations. We created ETM to move into the healthcare business with the idea
of educating patients which seems to be the focus of your rules and regulations and certainly my conversations
with medical professionals. We have done thousands of chronic pain patients in pain clinics. We have spoken to
the leadership, doctors and clinicians in over 200 pain clinics. | am prepared to state to you, | don’t have
documented evidence, but | would say that 95% of these folks are simply having a receptionist having them sign
an informed consent. To our knowledge there is little or no patient education occurring in our system. We work
with the TBI, the DEA and the Tennessee Drug task force and they feel that this is very unfortunate but apparently
your guidelines do not have teeth in them and do not appear to be enforced. We have just signed a memo of
understanding with the Knox Co. Health Dept. and the Mayor of the City of Knoxville; we are installing 5 locations
in Knoxville who will pilot an education program. | have spoken to Dr. Varney and Mr. Jones pervious on the
importance of education and some of the methodologies to do it. We stand ready to work with the state in any and
every capacity possible to facilitate this. We particularly are focused with the locations in Knoxville on child-
bearing aged women who are not getting any information to the best we can discover of any nature about what
you and Dr. Mutter and Dr. Warren have said. The vision of and that is preventing people that are of child-bearing
age that are under chronic care treatment, giving them all the information they need for long acting reversible
contraceptives. Again we look forward to working with you and I'm standing for questions if you have any.

TDMHSAS Response: The Department acknowledges comments submitted by Mr. Granier.
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WILLIAM CONWAY, M.D., M.B.A., FACP, FASAN, ADDICTION MEDICINE OF TENNESSEE: think the purpose
of the regulations is public safety and | think it is very well written what you have done. | think you can protect
public safety with your recommendations and | think obviously your capacity to recommend to the board of
medical examiners is profound and powerful, given that, | would go to [Gov. Kasich] of Ohio and say let’s use
common sense regulation. These are small physician practices, these are the one who will be innovating. The
one who are not doing well send to the state medical board, this is pretty straight forward. Thank you for your
public services.

Dr. Lioyd: You are talking about the providers themselves?

Dr. Conway: Yeah absolutely, and | think that what you are really talking about is the small part time
practices. The providers are the ones responsible for their own behavior aren’t they? The medical director is
responsible for his own behavior, your rules certainly promote the development of addiction medicine groups and
I think that is a very good thing and | think your rules clearly promote and protect public safety. And | think those
aspects that protect public safety should be left entirely intact.

TDMHSAS Response: The Department acknowledges the comments submitted by Dr. Conway
anhd would further state that these proposed rules have been developed in consultation with the
Tennessee Department of Health in accordance with Chapter 912 of the Public Acts of 2016.

TIMOTHY S. SMYTH, M.D.: | echo everyone else in thanking you for all your hard work, especially you and Dr.
Lloyd and the rest. Now I just wanted to emphasize a little more what a couple of people have addressed about
not restricting access to care. [At this point in his oral comments, Dr. Smyth makes a comment about a specific
provision of the proposed rules. The comment regarding that specific provision of the proposed rules is laid out
and addressed later in this document under “Specific Comments”.] The biggest reason for diversion is limited
access to care and if they have to jump thought too many hoops they will go back to the street and | see ita lot. |
practice at Cherokee Hospital and they put their barrier up very high and the success rate, | hate to say it, the
success rate of people staying in the program is exceedingly low. | just wanted to emphasize that.

TDMHSAS Response: The Department agrees and acknowledges that the dual goals of the
proposed rules are to ensure effective, efficient, and safe delivery of office-based opiate treatment
services while limiting the regulatory burden on licensed providers.

GREG KYSER, M.D., LEGISLATIVE REPRESENTATIVE, TENNESSEE PSYCHIATRIC ASSOCIATION: | am
concerned with the direction that the state seems to be taking in this matter. The federal government is clearly
encouraging additional providers to be involved in buprenorphine treatment and has increased caps on physician
practices. However, the state seems to be pushing in the opposite direction. These new regulations, in all
likelihood, will lead to fewer patients having access to treatment.

Given that the state has chosen to selectively enforce regulations regarding the receipt of treatment by TNCare
patients from non-contracted doctors, there will be additional hardships on those patients that attempt to receive
treatment in the open marketplace through their own means. If they are forced to pay physician fees, medication
costs and counseling fees MAT may become cost prohibitive.

These additional costs will in all likelihood lead more doctors to prescribe generic buprenorphine pills, which can
be more easily diverted and abused. There are also safety issues associated with this formulation.

It appears as though many of these regulations are being put into place to address issues related to non-
physician ownership of for-profit clinics set up only to provide buprenorphine treatment. This form of treatment
was initially set up to provide alternatives for patients who might not be comfortable for appropriate for other
treatments such as methadone maintenance and to provide this treatment in a private practice setting. While |
am in agreement with regulating large for profit clinics, many of these regulations may have the unwanted
repercussions of limiting access to treatment in private practice psychiatric settings.

Several patients in my practice suffer from chronic pain and have found their way to buprenorphine treatment
through a history of developing dependence on opiates. Many of these patients will be maintained chronically on
buprenorphine, out of necessity of chronic pain in the context of a history of addiction issues. Many of these
patients do not need the aggressive follow-up that will be mandated by these new regulations.
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I am concerned that the above issues will lead to fewer patients benefiting from a proven and effective treatment
and that the unintended consequence will be increased abuse of pharmaceutical opiates and heroin.

TDMHSAS Response: The Department acknowledges the comments received from Dr. Kyser but
respectfully disagrees that more patients will increase abuse of opiates or heroin as a direct result of
these proposed rules.

The proposed rules do not limit the number of patients a phvsician can treat usino buprenorphine
and therefore do not conflict with recent federal action that has increased the number of patients a
physician can treat using buprenorphine to address opioid withdrawal.

The Department does share Dr. Kyser’s desire that the focus of the proposed rules should be to
ensure the effective, efficient, and safe delivery of office-based opiate treatment services while limiting
the regulatory burden on licensed providers.

RODNEY A. POLING, M.D., DFAPA, PRESIDENT, TENNESSEE PSYCHIATRIC ASSOCIATION: In reading
through the proposed rules, | agree with Dr. Kyser, in that the proposal does increase the bureaucratic burdens
on an OBOT facility. However, it appears this proposal is specifically aimed at treatment facilities treating 150 or
more buprenorphine patients or has greater than 50% of their patient population being treated for opiate
dependence with buprenorphine. Specific practices or clinics specializing in these patients probably should have
some extra oversight, however, it appears the state wants to regulate much the same as a Methadone Clinic is
regulated.

The entire purpose of DATA 2000 was to avoid clinics like this and encourage PCP's, Psychiatrists and other
physicians who find themselves treating patients with opiate addiction, to treat these patients on an outpatient
basis and | can attest, in small numbers, the treatment can be quite successful. But, getting these patients to
participate in counseling is almost impossible. [At this point in his written comments, Dr. Poling makes a comment
about a specific provision of the proposed rules. The comment regarding that specific provision of the proposed
rules is laid out and addressed later in this document under “Specific Comments”].

Though | understand the need for regulation, | would urge the state to encourage small practice, outpatient
treatment per DATA 2000, not to discourage physicians with more bureaucracy. Buprenorphine is not
Methadone, and the risk of abuse and diversion is much less.

TDMHSAS Response: The Department acknowledges the comments received from Dr. Poling.

The Department agrees that these proposed rules are for facilities that meet the statutory
definition of an OBOT facility pursuant to Chapter 912 of the Public Acts of 2016 and share Dr. Poling’s
desire that the focus of the proposed rules should be to ensure the effective, efficient, and safe delivery
of office-based opiate treatment services while limiting the requlatory burden on licensed providers.

SPECIFIC COMMENTS

**All citations referenced by the stakeholders in this section refer to the version of the rule as it appeared in the
Notice of Rulemaking Hearing document filed by TDMHSAS with the Secretary of State on July 8, 2016.

0940-05-35-.02(2)(a)

JAMES MANUELE, M.D., FACOG: The final line, ‘An association by contract...shall be considered an OBOT.”
Extends the definition well past the legislative intent and surpasses the law resulting in the Department of Mental
Health redefining any 2 doctors with DATA 2000 waivers operating in the same location as an OBOT; this was not
what the Legislature intended when the passed the bill.

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: An
association by contract, fee for service, business arrangement, or two or more unaffiliated physicians with a DATA
2000 waiver operating at the same physical location shall be considered an OBOT.

This sentence leads a person to believe that if two or more unaffiliated physicians are working together at a

physical location then that is considered an OBOT even if the patient total is less than 150. We recommend this
sentence be removed as the statute covers the requirement for licensure as an OBOT.
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TIMOTHY S. SMYTH, M.D.: How does the State justify defining a physician’s practice according to the space he
or she may rent in order to practice his/her profession? A physician renting space to practice medicine at a
location where a separate physician sublets space on a different day, or same day, different suite - and these
physicians have nothing to do with each other - should not constitute an OBOT. Many physicians will simply
move to independent physical locations, thereby driving up their overhead, which, ultimately is passed on to their
patients. Defining an OBOT based on patients seen under the same roof simply make landlords happy, as they
will rent more spaces.

- KEVIN CATNEY, M.D., DABFI, DABAM: This criteria no longer make sense in light of the federal government’s
decision in 42 CFR part 8 to raise the cap for a single provider to 275. A single solo practitioner at a single office
location should not be considered a “treatment program.”

Recommend that the rules be revised to reflect that a nonresidential office-based opiate treatment facility be
defined as greater than 275 patients at a single geographical location. Traditionally many therapists and primary
care doctors have engaged in 2 physician practices, in order to provide cross coverage for illness or for vacation,
and in order to take advantage of sharing overhead costs. An OBOT as further described in these proposed
regulations is strongly discriminatory against this type of small practice partnership.

These regulations encourage very large practices, capable of affording regulatory officers, case management
staffs, information technology staffs, and numerous employees that will be required to be compliant with the
minutia of this regulation. A small two physician partnership simply lacks that level of financial scale. Conversely
however, a small practice allows office staff and physicians to be thoroughly familiar with every patient, and to
deliver a level of personalization of care that exceeds the capability of a large health care system: they simply
can’t deliver the same level of customization of care, to meet the individual patient’s needs.

There are pros and cons to both approaches to addiction treatment. The guidelines, which appear to have been
lifted from a Community Health Care System Model, neglect the benefits of a small program.

Recommend that the rules be revised to include any location with more than two (2) physicians. But that two
physician locations be excluded from the definition of an OBOT.

TDMHSAS Response: The last sentence of 0940-05-35-.02(2)(a) has been deleted.

The proposed rules do not limit the number of patients a physician can treat using buprenorphine
and therefore do not conflict with recent federal action that has increased the number of patients a
physician can treat using buprenorphine to address opioid use disorder.

0940-05-35-.02(2)(d)

WILLIAM "BILLY"™ MANLEY, FNP-BC: TDMHSAS needs reach out to CSMD program and have non prescribing
licensed professional to be allowed to access. This allows counseling professionals to access and utilize.

TDMHSAS Response: The Department acknowledges and appreciates comments received from
Mr. Manley. Concerns addressed in this comment will be referred to the Department of Health for their
consideration.

0940-05-35-.02(2)(e)

KEVIN CATNEY, M.D., DABFM, DABAM: | do not believe that telehealth is quality care. | have personally seen
this used in a psychiatric setting, and heard stories about it being used in an addiction setting. Patients have
commented that they find it dehumanizing. They resent the loss of personal face to face contact with their
physician or counselor. It creates an un-acceptable barrier to development of the therapeutic bond between
patient and physician. In addition, in addiction medicine in particular, it is extremely important that the trained
physician be able to examine the patient. | have heard stories of patients being asked to hold body parts up to the
camera. | find this particularly unacceptable.

Recommend that physicians endeavor to see all of their patients be in person at least once per month, unless
there are genuine extenuating circumstances that prohibit it. The convenience of seeing patients over a television
monitor so that you don’t have to have the inconvenience of a commute, is not an extenuating circumstance. We
need to lay hands on our patients in order to deliver quality care.

13



DR. TOM REACH, PRESIDENT, WATAUGA RECOVERY CENTER, JOHNSON CITY: Leave this the way it is.
The idea that 25,000 addicts in TN need of an hour of counseling twice a week in unnecessary and would not be
feasible. Calculate the number of hours and counselors needed. More importantly, the vast majority of addicts in
treatment do NOT need this level of intensive counseling... they need brief encounters, encouragement,
educational groups, and twelve step meetings. True counseling is only effective if and when the patient is ready.
It should he available, but not mandated by the state. .

CEDAR RECOVERY CENTER OF MIDDLE TENNESSEE: (e) "Counseling” or "Counseling Session" means a
face-to-face individual therapeutic counseling session lasting not less than twenty (20) minutes with a qualified
provider, or a group educational session of no more than twenty (20) patients and lasting not less than fifty (50)
minutes facilitated by a qualified provider. Counseling shall be focused on issues related to the patient's opioid
use disorder and shall not include discussions related to administrative procedures. Telehealth, pursuant to the
Tennessee Code Annotated, may be utilized to facilitate counseling. Attendance of a 12-step program, such as
Narcotics Anonymous, shall not be considered counseling. The Facility shall document each counseling session
in the patient's medical chart.

We ask the word "or" is replaced with the word "and".

Asking an OBOT to require group sessions is not a challenging task. If the physician does not want to require
group they can only see 149 patients. A group counselor is inexpensive and can change the life of patients.

ALEXANDER ZOTOS, M.D. FASAM, PRESIDENT, TENNESSEE SOCIETY OF ADDICTION MEDICINE: The
counseling sessions should be somewhat more flexible and include a clause for board certified physicians or
qualified physicians [who] do not require the specific time limit requirements.

WILLIANM "BILLY" MANLEY, FNP-BC: Counseling is an organic process that needs to be lengthened or
shortened based on individual needs. Placing time constraints in the definitions doesn't allow for practicality/reality
of what happens when working with the addiction population ie.group numbers and issues of present group
members dictate length in my office. They range from 25min to 1.5 hours

MARY LINDEN SALTER, L.C.S.W., TAADAS: Additionally, we are concerned with the definition of “Counseling”
[0940-05-35-.02(2)(e)] and its implementation [0940-05-35-.09(4)(a) and (b)]. Cognitive Behavioral Therapy (CBT)
is one evidence based practice for use with addiction counseling and it the basis of many other forms of therapy.
While CBT protocols can utilize short, time limited counseling sessions, most evidence-based programs are
premised on sessions lasting 50 minutes and most are from 12-20 weekly sessions, for an average of 14 weekly
sessions. If the sessions are short and do not occur weekly, the number is increased. These rules allow for 20
minute individual sessions which cannot be used to sustain meaningful change if there are only two sessions the
first month (induction) and then one session a month thereafter (maintenance). These standards do not promote
the therapeutic time needed to implement an appropriate treatment protocol. We encourage TDMHSAS to revise
the rules to require at a minimum, 50 minute individual sessions at no less than 2 week intervals for any stage of
treatment at this level of care and would encourage that caseloads be limited to 50 individual clients per clinician
(not including group work with additional clients). The definition of Qualified Provider [0940-05-35-.02(2)(y)]
should include: LAADAC II; LAADAC | (under direct supervision of QCS); Psychologist;
Psychiatrist/Addictionologist/M.D.; LPC, L.C.S.W., LMFT (with MAC or under direct supervision of QCS).

TDMHSAS Response: The Department acknowledges comments received regarding 0940-5-35-
.02(2)(d). The proposed rules establish minimum standards regarding counseling and encourage all
facilities to individualize counseling for each patient which may include sessions occurring more
frequently than set by these minimum requirements. -

0940-05-35-.02(2)(])

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: The
responsibilities for a ‘Facility Director’ mimics that of the ‘Medical Director’ portion. The ‘Facility Director’ should
not be responsible for practitioners unless he/she is a physician.

WILLIAM "BILLY™ MANLEY, FNP-BC: The idea of removing practitioners from the list of person overseen by the
facility director was mentioned in the meeting. Within any environment there are directors who oversee
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compliance of prescriber who do not have the education of the prescribers but are acutely aware of practice
- standard in order to meet facility compliance. Therefore | see no need to change the wording.

* With the passing of the CARA act multiple provider will now be available to apply for x-waivers. Are you
including verbiage in these rules that is generic is prescriber or provider not M.D. to prepare for those changes?

TDMHSAS Response: The Department agrees with comments received regarding the facility
director’s responsihility to oversee the Facility’s medical staff. The Department will revise the definition
for facility director to clarify that a non-physician facility director shall not supervise medical staff.

In regards to non-physician DATA-waived practitioners, changes fo rule and statute that cannot
be accomplished under the promulgation of the proposed rules would be required to allow inon-
physicians to prescribe buprenorphine for an opioid use disorder, including TCA 53-11-311.

0940-05-35-.02(2)(m)

JAMES MANUELE, M.D., FACOG: An inspection should be just that, a physical inspection. This definition is so
broad it allows the Board to do whatever it wishes under the guise of performing an inspection. Who will perform
the inspection? Is an LPN employed by the Department of Mental Health qualified to tell Physicians how to
practice or evaluate MEDICAL treatment? | think not.

ADAM NICKAS, CAPITOL RESOURCES, LLC: How will the Department identify a frivolous and/or recurring
complaint that does not constitute an investigation because such a complaint was previously proven to have no
merit by the Department? Additionally, when inspections are made, to what extent will the Department perform an
examination of a provider “including, but not limited to, the premises, staff, persons in care...”? Our concern is
that such an investigation is not overly-invasive to where it interferes with the practice of medicine and doesn’t
compromise the privacy of patients.

TDMHSAS Response: The Department will determine which complaints require an investigation
on a case-by-case basis. Not every complaint results in an investigation. The Department will consult
with qualified professionals when conducting an investigation as needed.

0940-05-35-.02(2)(n)

TENNESSEE DEPARTMENT OF HEALTH (TDOH): Consider adding the phrase, “Medical Director” means a
physician with an unrestricted license licensed by the...

TDMIHSAS Response: The Department acknowledges the comments received regarding 0940-05-
35-.02(2)(n)and agrees to revise this definition.

0940-05-35-.02(2)(q)

TDOH: Consider removing the phrase, “who assess patient progress” as this could limit the definition of
Multidisciplinary Treatment Teams to only the assessment of patients. Phrasing should be more inclusive to read
“who assess, evaluate or treat a patient.”

WILLIAM "BILLY" MANLEY, FNP-BC: The addition of NP's needs to be here as well as CNS these can be
under the umbrella of Advanced practice Nurse.

TDMHSAS Response: The Department concurs with comments received from TDOH and will
revise 0940-05-35-.02(2)(q) as suggested.

As to Mr. Manley’s comment, the Department’s intent was that the term “licensed nurse” includes
advanced practice nurses, registered nurses, and licensed practical nurses,

0940-05-35-.02(2)(1)

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: In many
instances, facilities contract with labs to provide lab testing services. In these circumstances, the lab testing
company may provide a full/part time employee to collect and process the urine specimens. The language and
text needs to include “Conducted by and in the presence of a facility staff person or employee of a contracted lab
so as to ensure against tampering...

15



TDMHSAS Response: The Department concurs that further clarification regarding who performs
the observed drug screen is needed and 0940-05-35-.02(2)}(t)}has been revised accordingly.

0940-05-35-.02(2)(v)

JAMES MANUELE, M.D., FACOG: Physical location: This is too broad. If any prescriber treats any patient for
withdrawal with any controlled substance they run the risk of being considered an OBOT by the Department of
Mental Health. Examples could be treating a single patient in an outpatient clinic or office before they are admitted
to a rehab program or treating an infant in withdrawal. This single definition has the potential to keep providers of
all specialties from treating withdrawal in so many settings. These rules were to be created to address opiate
withdrawal and buprenorphine clinics. This single paragraph greatly expands the power of the Board over ANY
clinic treating ANY withdrawal.

KEVIN CATNEY, M.D., DABFM, DABAM: The definition is unclear. Would completely unrelated practices that
are in the same office building/complex be considered at the same physical location? This does not work,
because it makes an individual provider responsible for guessing what is being done at completely unaffiliated
practices in the same office building/complex. This needs clarification. Different office suites in the same building
have different mailing addresses, and therefore should not be considered the same geographical location.

TDMHSAS Response: 0940-05-35-.02(2)(v) mirrors the definition of “physical location” found in
Chapter 912 of the Public Acts of 2016.

0940-05-35-.02(2)(w)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: While
conceptually attractive, phases of treatment is a paradigm which is often difficult to apply due to being over
simplistic. This paradigm of treatment is analogous to many conceptual paradigms describing the natural course
of illness or treatment in chronic illnesses.

Using this framework to mandate frequency of services, as is done later in this document, is problematic. “Phases
of treatment” is a conceptual guideline, not a prescription for state regulation.

Recommendation: Understand that “phases of treatment” is a conceptual tool only, not a prescriptive tool.
TDMHSAS Response: The Department acknowledges Dr. Conway’s comment regarding phases of

treatment. Utilization of a phases of treatment model, according to SAMHSA’s TIP 40, is a preferred
~ method of tracking a patient’s progress throughout treatment.

0940-05-35-.02(2)(x)

TIMOTHY S. SMYTH, M.D.: Some facilities do not contract or hire physicians to provide medical services; rather,
the individual physicians contract with the management group to provide back office services.

TDMHSAS Response: The Department concurs and has revised 0940-05-35-.02(2)(x) to mean any
physician, including the medical director, who provides medical services to patients at the Facility.

0940-05-35-.02(2)(y)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: (20) “Qualified
mental health professional” means a person who is licensed in the state, if required for the profession, and who is
a psychiatrist; physician with expertise in psychiatry as determined by training, education, or experience;
psychologist with health service provider designation; psychological examiner or senior psychological examiner;
licensed master’s social worker with two (2) years of mental health experience or licensed clinical social worker;
marital and family therapist; nurse with a master’'s degree in nursing who functions as a psychiatric nurse;
professional counselor; or if the person is providing service to service recipients who are children, any of the
above educational credentials plus mental health experience with children.

The above definition was copied from the Code. This definition is lengthy, ambiguous, often overly generous, and
often unnecessarily restrictive.
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Recommendation: The language would be clearer if a qualified mental health professional, for the purposes of
qualification as a counselor in a physician practice devoted to opioid addiction, as

1. MSW licensed in Tennessee

2. Psychiatric Nurse licensed in TN

3. Drug and Alcohol Counselor licensed in Tennessee

4. Psychologist Licensed in Tennessee

I qualify this recommendation because | am not familiar with the nuances of credentialing of counselors in
Tennessee. ~

ADAM NICKAS, CAPITOL RESOURCES, LLC: Is it the Department’s intent that a “Qualified Provider” may
satisfy only one of the three qualifiers as outlined in the definition? We are seeking clarification that a “Qualified
Provider” can be a “qualified mental health professional” OR “qualified alcohol and drug abuse treatment
personnel.”

CEDAR RECOVERY CENTER OF MIDDLE TENNESSEE: "Qualified Provider" means a qualified mental health

professional as defined in T.C.A. 33-1 -101(20), qualified alcohol and drug abuse treatment professionals defined
in 0940- 05-01-.16(7), or treatment staff operating under the direct supervision of either a qualified mental health

professional or qualified alcohol and drug abuse treatment personnel.

0940-05-01-.16(7) States the following:

“Qualified Alcohol and Drug Abuse Treatment Personnel” means persons who meet the criteria described
in subparagraphs (a), (b) and (c) as follows:

(a) Currently meet one (1) of the following conditions:

1. Licensed or certified by the State of Tennessee as a physician, registered nurse, practical nurse,
psychologist, psychological examiner, social worker, substance abuse counselor, teacher, professional
counselor, associate counselor or marital and family therapist, or if there is no applicable licensure or
certification by the State, has a bachelor’s degree or above in a behavioral science or human
development related area; or

2. Actively engaged in a recognized course of study or other formal process for meeting criteria of part (1)
of subparagraph (a) above, and directly supervised by a staff person who meets criteria in part (1) of
subparagraph (a) above, who is trained and qualified as described in subparagraph (b) and (c) below,

~and who has a minimum of two (2) years experience in his/her area of practice; and (b) Are qualified by
education and/or experience for the specific duties of their position; and (c) Are trained in alcohol, tobacco
and/or other drug abuse specific information or skills. (Examples of types of training include, but are not
limited to, alcohol or other drug abuse specific in-services, workshops, substance abuse schools,
academic coursework and internships, field placement or residences).

OUR REQUEST CONCERNING 0940-05-01-.16(7)

We ask that you remove 0940-05-01-.16(7)

0940-05-01-.16(7) allows nearly anyone to provide counseling to patients (example -a teacher can be the
counselor?)

This measure will allow physicians to be the only "counselor" in an OBOT. If the physician does not want to
provide counseling (besides from the physician) our recommendation is they should limit their practice to 149
patients.

The OBOT License should be different than physicians wanting to do this as part of their practice or part time. An
OBOT should be a team of physicians, counselors, and / or social workers working together to help each patient -
not a one off physician...they can do this and see less than 150 patients.

Otherwise...there is not an increase in care from a non-licensed facility to a licensed facility.
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MARY LINDEN SALTER, L.C.S.W., TAADAS: The definition of Qualified Provider [0840-05-35-.02(2)(y)] should
include: LAADAC II; LAADAC | (under direct supervision of QCS); Psychologist;
Psychiatrist/Addictionologist/M.D.; LPC, L.C.S.W., LMFT (with MAC or under direct supervision of QCS).

MICHAEL TINO, M.D., FASAM, DABAM, DOCTORS ASSISTED WELLNESS & RECOVERY CENTER, LLC:
Certified Peer Recovery Specialists. Please include these individuals as qualified counselor by training as they
are certified by the State of TN and Addiction experience in lieu of education.

TDMHSAS Response: The Department intends that a qualified mental health provider OR a
cualified alcohol and drug abuse treatment personnel OR treatment staff operating under the direct
supervision of either a gualified mental health professional or gualified alcohol and drug abuse treatment
personnel would gualify as a “gualified provider” under the proposed rules.

As for the comment regarding changing the statutory definition of “gualified mental health
professional” and the rule-based definition of “gualified alcohol and drug abuse treatment personnel”,
the scope of the proposed rules is limited to 0940-05-35 and does not extend to other proposed statutory
or rule changes. ,

it is the Department’s position that the definition of “qualified mental health professionals” and
“gualified alcohol and drug abuse treatment personnel” include professional individuals listed in the
comments received from Dr. Conway and Ms. Salter with TAADAS.

Although certified peer recovery specialists are a valuable resource for individuals in recovery,
they are not gualified or trained to provide counseling services.

0940-05-35-.02(2)(z)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: One illicit
positive drug screen, by itself, does not define a relapse. One illicit drug screen, fully confirmed, and by itself, is
more consistent with a slip.

Relapse, as commonly used in medicine, refers a longer duration with a significant failure. For example, in
diabetes mellitus, relapse would be used for an insulin dependent patient who, in previous good control,
experienced a hospitalization for hyperosmolar coma or for ketoacidosis. In opioid addiction, relapse would be
more appropriate for a patient in remission who began using heroin again.

This distinction is crucial for its implications for treatment.

Recommendation: Delete Relapse entirely, or make a new definition. Change the current definition of relapse to
Slip.

TIMOTHY S. SMYTH, M.D.: If a patient states he or she has relapsed, said admission must be verified by a drug
screen. This is nonsensical and only adds to the cost of delivering care.

TDMHSAS Response: The Department concurs and has revised 0940-05-35-.02(2)(z) to be more
consistent with the definition of “relapse” published by the American Society of Addiction Medicine.

0940-05-35-.02(2)(bb)

TIMOTHY S. SMYTH, M.D.: An individual who takes his or her medication, a buprenorphine containing
medication, and otherwise lives a “normal” life may not need all of these “wrap around services”. These services
may, in fact, be a burden for the individual and/or the family. How do these rules accommodate this patient?

TDMHSAS Response: The Department concurs and has revised 0940-05-35-.02(2)(bb) accordingly.

0940-05-35-.02(2)(dd)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Opioid
Dependence means a chronic metabolic iliness whose effective treatment places the disease in remission. Failure
to place the disease in remission has the following potential complications:

a. Premature death

b. Premature shortening of life from acceleration of the medical complications of opioid dependence
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c. Premature disability from the primary disease process or its complications
d. Impairment in judgment

e. Incarceration

f. Impairment or failure to work

g. Harm to family or community

h. Harm to fetus if pregnant

TDWMHSAS Response: A definition of “alcohol and/or drug abuse or dependency”, which is similar
to Dr. Conway’s suggested defined term “opioid dependence”, currently exists in 0940-05-01-.16(2).

0940-05-35-.02(2)(ee)

WILLIAMI CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Epidemic in
Opioid Dependence means an increasing frequency of illicit opioids, with shifting predominance to heroin, with
accelerating negative impact upon patients, community, healthcare cost, and incarceration.

TDMHSAS Response: The Department recognizes the dangers of an “epidemic in opioid
dependence” but does not believe that this term needs to be defined in the proposed rules.

0940-05-35-.02(2)(ff)

WILLIANM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Buprenorphine
maintenance treatment refers to a major treatment of opioid dependence.

TDMHSAS Response: A definition for “medication assisted treatment”, which is similar to Dr.
Conway'’s suggested defined term “buprenorphine maintenance treatment”, currently exists in 0940-05-

35-.02(2)(p).
0940-05-35-.03(1)(a)-(¢)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAIM, ADDICTION MEDICINE OF TENNESSEE: | have having
difficulty finding these rules.

TDMHSAS Response: The rules listed in 0940-05-35-.03(1)(a)-(c) can be found at:
http://share.tn.gov/sos/rules/0940/0940-05/0940-05.htm.

0940-05-35-.04(2)

WES WEIGEL, YOST ROBERTSON NOWAK PLLC, WILLIAMSON COUNTY ESCROW & TITLE, INC.: Under
current regulations, are there any requirements that clinics be owned in part by Dr.’s?

JAMES MANUELE, M.D., FACOG: Here the Department of Mental Health is defining a business organization at
its “sole discretion”. | thought the Secretary of State and the Attorney General had these powers. Why and how
can the Department of Mental Health legally grant themselves this power? There is no due process! Instead one
is left with a decree for the Department of Mental Health.

TDOH: Consider moving the definition for “Ownership structure” to the definition section to assist with ease of
reading rules.

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: The last
sentence is well written, and allows protection of public safety.

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: Please
include language indicating that all OBOTs shall adhere to statutes regarding the corporate practice of medicine.
Please also include language that all OBOTs shall be owned by at least one licensed physician.

DR. TOM REACH, PRESIDENT, WATAUGA RECOVERY CENTER, JOHNSON CITY: DATA 2000 waivers are

national. In order to write a scheduled substance, a separate DEA registration is required for each state in which
the doctor has a license, but the /data 2000 applies to all states.
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TDMHSAS Response: The proposed rules create a new licensure category known as minimum
program requirements for nonresidential office-based opiate treatment facility. There are no current state
rules or requiations regarding office-based opiate treatment facilities to which to compare these
proposed rules.

Under current law (See T.C.A. 53-11-311(c)(1)), only physicians with a DATA 2000 waiver can
nrescribe buprenorphine to trest opioid use disorder. Therefore the Department believes that in order to
ensure guality opicid use disorder treatment at an OBOT, an OBOT’s ownership structure should
incorporate a physician who possesses a DATA 2000 waiver.

The Department believes that ownership requirements are best left under the “Licensing
Procedures” section.

Per 0940-05-06-.01(1), all TDMHSAS licensees are required to comply with all local, state, and
federal ordinances, rules, requlations, and laws, including those related {o the corporate practice of
medicine.

"The Department has removed unclear language regarding the registry of the DATA 2000 waiver in
Tennessee.

0940-05-35-.04(5)(a)(3.)

JAMES MANUELE, M.D., FACOG: Why does a Department of Mental Health need a ‘Financial Statement’?
Mental Health and accounting are not synonymous. What does a Financial Statement have to do with an
application or opioid treatment?

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: There is no
Board of Medical Examiners in the United States which requires a financial statement for licensure. For licensure,
there is no obvious public good which is benefited by disclosure of financial statement.

Prescribing buprenorphine, either in solo, or in an addiction medicine group is a low volume and low revenue
practice. Done properly, it is low profit.

Recommendation: Drop the requirement for financial statements.

TDMHSAS Response: The Department respectfully disagrees. The policy reason for requiring a
financial statement as part of the application for licensure is to ensure continuity of treatment for
patients.

The Department believes it is important to safequard against a scenario wherein a Facility is
unable to offer services on a consistent basis due to lack of economic stability.

0940-05-35-.04(5)(c)-(d)

TIMOTHY S. SMYTH, M.D.: Do these rules apply to a physical location that provides managerial services to
physicians, but does not employ or contract with those physicians to provide medical services? The physicians
contract with the management company to provide office staff services.

TDMHSAS Response: The person/entity providing services thai qualify as an OBOT is the
person/entity who is subject to the proposed rules.

The Department recognizes that each licensee will deal with unigue issues and TDMHSAS
licensure staff is available to answer specific questions and provide technical assistance regarding all
licensure issues on a case by case basis.

0940-05-35-.04(5)(c)

KAREN PERSHING, MPH, CPS I, EXECUTIVE DIRECTOR, METRC DRUG COALITION: Should we add “with
an unencumbered Tennessee medical license”?

TDMHSAS Response: The Department has revised this provision so as to require evidence of a
contracted and/or currently employed physician with a DATA 2000 waiver, who possesses an unrestricted
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Tennessee license to practice medicine or osteopathy at the time of application. .

The Department believes that OBOT patients can benefit from the care of physicians who have
had issues with substance abuse and the proposed rules allow physicians in recovery and who are
working with the Board of Medical Examiners and treatment assistance entilies, such as the Tennessee
Medical Foundation, to continue to serve their patients and even serve as the medical director of an
OBOT if their license to practice medicine or osieopathy is unrestricted.

0940-05-35-.04(5)(f)

JAMES MANUELE, M.D., FACOG: This phrase is so broad it's unenforceable, and unconstitutional.

ADAM NICKAS, CAPITOL RESOURCES, LLC: The statement "Any other item the Department believes is
necessary and proper for application purposes” is very open-ended. While we understand the Department’s
rationale of not being confined to only requesting items outlined in this Rule, our hope is that this provision can be
re-worded to limit the uncertainty it creates among providers.

TDMHSAS Response: The Department respectfully disagrees and no change to this provision will
be made. This provision is comparable to a currently effective administrative rule (0940-05-02-.04(f)).

0940-05-35-.04(6)

TDOH: Consider applying this provision to both new and renewal applications.

TDMHSAS Response: The Department acknowledges the issue as stated by the Department of
Health but the Department recognizes that this is a new licensure category meant to set up minimum
program reguirements for facilities who are currently providing these services and this provision is
intended to ensure continuity of those services at these facilities. This provision is consistent with the
application procedures for other TDMHSAS licensure categories.

0940-05-35-.04(7)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: This statement is
well written. The fundamental power to protect public safety comes from forwarding complaints to Board of
Medical Examiners. This is the most fundamental rule of the statute. if a surveyor or supervisor of TDMHSAS
perceives substandard quality, then a referral to the Board of Medical Examiners is certainly appropriate.

TDMHSAS Response: The Department agrees.

0940-05-35-.04(8)

JAMES MANUELE, M.D., FACOG: The purpose of an inspection is to evaluate compliance, not fault finding. It is
too broad and ill defined. Furthermore, this violates the 4™ Amendment of the Constitution!

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: This statement is
well written. The fundamental power to protect public safety comes from wise and prudent use of this right.

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: What type of
‘third parties?’ What would this include?

ADAM NICKAS, CAPITOL RESOURCES, LLC: What are defined as “reasonable requests?” Is it the same as
what is defined in (9) (a) for inspections of unlicensed facilities? Additionally, what “third parties” will information
potentially be gathered from?

TDMHSAS Response: This provision is consistent with the licensure procedures for other
TDMHSAS licensure categories and speaks to the Department’s ability to receive complaints regarding a
licensed provider.

Examples of third parties may include the general public and other state and federal regulatory
agencies.

0940-05-35-.04(8) addresses licensed facilities and 0940-05-35-.04(9)(a) addresses unlicensed
facilities and the term “reasonable request” is used differently in 0940-05-35-.04(8) than the term
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“reasonable amount of information” is used in 0940-05-35-.04(8}(a). A “reasonable request” as used in
0940-05-35-.04(8) is any request for information that the licensee is able to produce that is within the
scope of the inspection or investigation by the Department.

0940-05-35-.04(9)

JAMES MANUELE, M.D., FACOG: Again, the Department is granting itself the ability to ignore due process and
the faw. Our police have less power! This is too broad, usurps our laws, and ignores the rights of the patients and
providers. '

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: This statement is
well written. The fundamental power to protect public safety comes from wise and prudent use of this right.

TDIMIHSAS Response: The Department has the statutory authority to ensure that effective,
efficient, and safe substance abuse treatment options are provided in Tennessee. Please see 33-2-401 et.

sed.

0940-05-35-.04(9)(a)(1.)

JAMES MANUELE, M.D., FACOG: Allowing the Department access to records places the Facility at risk of
violating confidentiality as defined in several Federal and State statutes.

TDMHSAS Response: The Department respectfully disagrees. The Department conducts
inspections and investigations in full compliance with state and federal confidentiality laws.

0940-05-35-.04(9)(a)(2.)

JAMES MANUELE, M.D., FACOG: Is the Department charged with Mental Health or the Practice of Medicine? It
seems here the Department wants to do both.

TDMHSAS Response: The Department’s goal with this provision is to ensure the provider meets
the licensure threshold for this licensure category.

0940-05-35-.06

KEVIN CATNEY, M.D., DABFM, DABAM: Much of this section appears to be directed at large multi physician
practices, such as a Community Health Center Model of Care, or even structured for large facilities that might
include inpatient sectors, intensive outpatient programs, and finally office based follow up care. This section
completely neglects the way that a small private practice operates. The terminology is completely different. In a
private practice, we see a patient for an initial consultation, not for “intake,” for instance, and we arrange for a
follow up appointment with the patient, not an “aftercare plan.” I'd ask any reader of this comment to consider if
these terminology apply to the interactions that they have with their own personal physician, and I'd wager that
they don't.

The problem with this section of the regulations is that they are trying to apply work flow and models of patient
care used by large federally subsidized multispecialty practices and institutions, to small solo and 2 physician.
practices. The same regulatory guidelines are simply an unnatural fit. The answer is to create a different
regulation for small practices, and to exempt them from the OBOT regulations. Raising the definition of an OBOT
to greater.than 275 would effectively solve the solo practitioner problem, and bring these regulations into
alignment with the federal law as it now exists. | would also urge that 2 physician partnerships also be exempted
from these regulations, as this arrangement allows for greater economies of scale, and more ancillary staff to be
hired to provide case management and counseling in office, and perhaps make it possible to accept more
insurance for office visits.

TDMHSAS Response: Public Chapter 912 0f 2016 statutorily defines an OBOT as an entity
“prescribing products containing buprenorphine...to fifty percent (50%) or more of its patients and one
hundred fifty (150) or more patients.” The proposed rules define office-based opiate treatment facilities
using the statutory definition of an OBOT as determined by the Tennessee General Assembly.

0940-05-35-.06(1)
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WILLIAM "BILLY" MANLEY, FNP-BC: At an office a patient calis and makes an appointment to be seen and
discusses their needs with the office staff. If they appear to be requesting services provided by the facility, an
appointment is made. The providers are then asked to do a full assessment determining if the patient is truly
appropriate for the care they are licensed and trained to provide. This is standard and ethical practice throughout
the medical field. NPs see pcp clients and they refer to a physician when the complexity exceeds their training. I'm
not sure how this requirement fits into this model. This is the type of assessment done to pre-cert a patient for a
mental health facility such as in - patient rehab or IOP. This seems inappropriate for an OBOT. This also seems
time consuming and not necessarily billable thus increasing the costs to run the facility thus making OBOTs more
expensive and less accessible to the people of TN.

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAIM, ADDICTION MEDICINE OF TENNESSEE: This is very long
and wordy.

Recommendation: Delete the current content and consider using the following language to simplify:

Opioid Dependence is a serious, chronic illness which is treated by serious long term treatments. Prior to
beginning treatment with buprenorphine, the physician should be certain that the patient meets DSM criterion for
opioid dependence, and that buprenorphine is medically necessary. Prior to beginning treatment, the physician
should determine that this patient can be and should be treated in this facility.

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TC ADDICTION TREATMENT: This may
create difficulty as the medical director may not be present at the facility. The current rule regarding medical
directors, which we believe needs to be re-evaluated, allows for physicians to be the medical director at more
than one facility. The words “Prior to admission” needs to be changed to “Upon admission.” We recommend the
text read as follows, “Upon admission to the facility, a program physician and/or clinical staff, who have been
determined to be qualified...”

TIMOTHY S. SMYTH, M.D.: What constitutes “admission to the Facility”:
- Having an appointment?
- Beginning of appointment — on first face to face contact with a provider?
- At the conclusion of the first evaluation and decision to treat patient?

DR. TOM REACH, PRESIDENT, WATAUGA RECOVERY CENTER, JOHNSON CITY: | still don't like the phrase
“admission to the Facility”. As a doctor’s office, we are “accepting patients into the practice”. This can be easily
fixed by making the first line read... “During the initial visit to the OBOT program....”

ADAM NICKAS, CAPITOL RESOURCES, LLC: What is the Department’s definition of “admission?” Does it refer
to a first-time patient or each visit by a patient? Does the Department consider the terms “prior to admission” and
“prior to receiving treatment” interchangeable? We want to ensure we understand what is required of a provider
prior to “admission” and prior to “treatment” in the appropriate order.

TDMHSAS Response: The Department believes that the current language of 0940-05-35-.06(1) is

clear.

The term “admission” refers to the scenario where an OBOT has evaluated the prospective patient
and has made a decision to treat that patient.

Furthermore, 0940-05-35-.06(1) allows for the medical director OR a program physician, with the
assistance from appropriate clinical staff, to perform or coordinate assessments.

0940-05-35-.06(1)(a)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: This statement is
far too prescriptive and controlling. Getting administrative approval from the Department for the design of the
“work-up” is clear administrative over reach which has no real pay-off for protection of public safety. )

For example, in our group, in our initial work-up, we use the following instruments:
1. Addiction Severity Index, since this is the gold standard commonly used across the discipline.
2. Quick Inventory for Depression, the classic instrument used by the psychiatrists in STAR-D for the
evaluation of treatment efficacy of various antidepressant regimens.
3. GAD-7 for anxiety, which was recommended by the psychopharmacology faculty at Massachusetts
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General Hospital.
4. Columbia Suicide Scale, which was recommended at a Harvard Course.

For our longitudinal work, we use the SF-36, a well-reccgnized tool used across Psychiatry with multiple research
advantages.

Recommendation: Delete the entire content of section (a) and replace with the following:
(a) The facility will administer the Addiction Severity Index at admission to the facility. The further evaluation of the
patient may include professional assessment tools with professional merit.

TIMOTHY S. SMYTH, M.D.: Is the University of Vermont Treatment Needs Questionnaire adequate” Thisis a
treatment needs guestionnaire based on the ASI. ’

TDWIHSAS Response: The Department agrees with the premise behind Dr. Conway’s comment
and has made a change to 0940-05-35-.06{1)(a) to reflect that peer reviewed and validated assessment and
evaluation tools as well as those assessment and evaluation tools approved by the Depariment can be
used to compleie assessments and/or evaluations.

The University of Vermont Treatment Needs Questionnaire meets the requirements of the
proposed rules.

0940-05-35-.06(2)(a)-(f)

JAMES MANUELE, M.D., FACOG: While this sounds great on paper, anyone thinking a patient in withdrawal is
going to read, comprehend, or retain any of this info is l[aughable. It may make one feel good, but it does nothing
to improve care BEFORE treatment starts. The amount of info required in this paragraph alone well exceeds that
found in most home or car purchases! Yet the Department thinks we should require patients in withdrawal having
received this education. Effort would be better served having the Department and the Board of Medicine create a
booklet/small novel available for free to all patients those addicted and those not (think prevention, here).

WILLIAM "BILLY" MANLEY, FNP-BC: Will the state be providing appropriate and approved literature to
download and print to provide patients for these requirements or list of approved sources to gather information for
written information. Remember we are talking about smaller situation not large entities or government sponsored
facilities.

TDMHSAS Response: The Department’s licensure office is available to provide technical
assistance regarding any provision of the proposed rules.

0940-05-35-.06(2)(b)

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: It may be
prudent that the facility should offer resources and information regarding VLARC.

TDMHSAS Response: The Department concurs and has made changes to 0940-05-35-.10(1) that
address this comment. :

0940-05-35-.06(3)

WILLIAN CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (3).

TDMHSAS Response: The Department agrees.

0940-05-35-.06(4)

JAMES MANUELE, M.D., FACOG: It's a great goal to try to move pregnant addicted mothers to the head of the
line. How is an OBOT to determine, over the phone, when a patient calls to schedule an appointment, “that the
health of the mother and/or unborn child is more endangered than is the health of other patients™? What if a
female patient represents herself as pregnant, is moved ahead of someone else and turns out not to be pregnant
or miscarries? One should realize that a woman post miscarriage or aelivery will urine test positive for weeks to
months after the event. Having this requirement codified is asking for trouble as written.
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WILLIAM CONWAY, M.D., M.B.A., FACP, FASAN, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (4). If mother and/or unborn child are to be protected, then the priority should be clear.
However, if the treatment of mother and unborn child is first priority, make it first priority.

Recommendation: Delete the following clause: and it is determined that the health of the mother and/or unborn
- child is more endangered than is the health of other patients waiting for services.

KAREN PERSHING, MPH, CPS I, EXECUTIVE DIRECTOR, METRO DRUG COALITION: | would delete the
text after “waiting list for admissions.” Aren’t they required by law to move pregnant women up in front of waiting
lists or is that just for state-funded programs?

TDMHSAS Response: The Department acknowledges these comments and has made appropriate
changes to 0940-05-35-.06(4).

0940-05-35-.06(5)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (5).

TDMHSAS Response: The Department agrees.

0940-05-35-.06(7)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (7).

KAREN PERSHING, MPH, CPS I, EXECUTIVE DIRECTOR, METRO DRUG COALITION: Under
comprehensive assessment, there is nothing stated about doing a trauma assessment. This is important,
especially for female patients. This has been the push from SAMHSA for the last several years to provide
“trauma-informed” treatment services.

TDMHSAS Response: The Department agrees that the language of this provision is clear and
straightforward and does not believe a change is appropriate.

Under the proposed rules, the comprehensive assessment must be completed in accordance with
peer reviewed medication assisted freatment quidelines and “trauma-informed” treatment services will
likely be addressed under those guidelines (See SANMHSA’s TIP 40).

0940-05-35-.06(8)

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: Will there be
a protocol for patients, who fail to continue in treatment such as failing to show for an appointment or call? At what
point is the patient considered discharged? We recommend that be the facility’s discretion.

ADAM NICKAS, CAPITOL RESOURCES, LLC: What is the Department’s definition of “discharge?” Does it refer
to a referral, end of each visit, the termination of a patient’s future visits?

TDMHSAS Response: The term “discharge” refers to a scenario in which a patient will no longer
receive OBOT services at the Facility.

0940-05-35-.06(8)(b)

DR. TOM REACH, PRESIDENT, WATAUGA RECOVERY CENTER, JOHNSON CITY: Discharge and /aftercare
plans. This entire section was borrowed from inpatient addiction treatment, IOP’s and the methadone programs.
None of it really applies to an OBOT. Patients leave for days or weeks ALL THE TIME, and then return for care. |
believe this entire section only applies to the small minority of patients who completely wean from MAT and
successfully enter an abstinence based program.

It is a huge administrative burden that will in no way improve the quality of care for the patient... hence it will take
time and money away from effective patient care measures.



| recornmend eliminating it completely.

TDMHSAS Response: The Department respectiully disagrees. The new 0940-05-35-.06(7) clearly
states that it only applies to “patients who complete their course of treatment.” An individualized
discharge and aftercare plan only has to be prepared for those gualifying individuals and not for every
OBOT patient. This provision does not apply to patients who have been absent from the Facility.

0940-05-35-.06(8)(c)

TDOH: Consider the timing of the discharge plan. Department of Health would have concerns about patients
being discharged in some instance without a plan being in place. We recommend completion of the plan prior to
discharge.

TDMHSAS Response: The Department agrees and has made the change to the new 0940-05-35-
.06(7)(c) recommended by TDOH.

0940-05-35-.06(9)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (9).

TDMHSAS Response: The Department acknowledges this comment.

0940-05-35-.07(1)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Minimum
requirements of Chapter 0940-05-06: What is this?

TDMIHSAS Response: Tennessee Rules Chapter 0940-05-06 contains the Department’s minimum
program requirements for all services and facilities licensed by TDMHSAS. These rules can be found at:
http://share.tn.gov/sos/rules/0940/0940-05/0940-05.htm.

0940-05-35-.07(2)(a)

MITCHELL MUTTER, M.D., TENNESSEE DEPARTMENT OF HEALTH: Request for records in any event should
be 10 business days to be consistent with T.C.A. § 63-2-101(a)(1).

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Section 2(a) is in
clear conflict with the standard requirements for closing a medical practice from the Board of Medical Examiners.

Recommendation: Delete the above in (2) a. Substitute with following language:
In the event of closure, the licensee should follow standard rules from the Board of Medical Examiners for closing
a practice.

TDMHSAS Response: The Department agrees and has made changes to 0940-05-35-.07(2)(a) in
order to better align with the Board of Medical Examiners’ standards.

0940-05-35-.07(3)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: § 33-2-403(e),
(f), and (g): What is this?

TDMHSAS Response: T.C.A. § 33-2-403(e), (f), and (g) contain billing and medical records
requirements applicable to OBOT licensees.

0940-05-35-.07

ALEXANDER ZOTOS, M.D. FASAM, PRESIDENT, TENNESSEE SOCIETY OF ADDICTION MEDICINE: The
initial documentation in all charts should include a HIPAA statement and a signature page that advises patient's of
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their privacy rights.

TDMHSAS Response: OBOTs are subject to all federal and state confidentiality requirements,
regulations, and laws, including 42 CFR 164.520, which addresses Dr. Zotos’ concern.

0940-05-35-.07(4)(b)

KAREN PERSHING, MPH, CPS I, EXECUTIVE DIRECTOR, METRO DRUG COALITION: Under “consent” is
where | thought there should be a separate consent for women of childbearing age that explained the risk of NAS,
availability of VRLAC through local health Departments. A copy of this should be given to the patient and not just
put in the chart. There should also be a pregnancy test given prior to initiating MAT and performed at least
monthly as long as she remains in treatment. The Born Drug Free TN materials include a patient brochure that
covers all substances that can harm a developing fetus. Don’t have to use this; just thought I'd make sure you
were aware that this could be used as an educational piece.

TDMHSAS Response: The Department agrees and has revised 0940-05-35-.10 to address
information regarding VRLAC and NAS. Revisions to 0940-05-35-.10 require an initial pregnancy
screening for women of child bearing age and potential.

Additionally, 0940-05-35-.06(2)(bb) requires a Facility to inform pregnant women and women of
child bearing age and potential of the risk of NAS and the use of VRLAC.

0940-05-35-.07(4)(c)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: As written, this
statement is only partially accurate. The primary disease process treated is opioid dependence. The goal of
treatment of this chronic iliness, as in virtually any chronic iliness, is to place the disease in remission. By placing
the disease in remission, certain outcomes can be reasonably expected:

i. Premature death from overdose will not occur

j. Premature shortening of life from accelerating of the medical complications of opioid dependence will not occur.
k. Premature disability from the primary disease process or its complications will not occur.

I. Improvement in judgment should occur

m. Restoration-from freedom of endless cycles with use and withdrawal will allow restoration of a normal lifestyle.
n. The patient should be able to work, contribute to his/her family and community

0. Economic well-being will improve for most patients

Recommendation: Revise (c).

LEAH FESTA, PREVENTION ALLIANCE OF TN: | represent the coalitions across the state and funded by the
Department of Mental Health. | just have a consideration, | didn't really notice within this rule, for one of the goal
Patient record requirements, it says information to each patient that goal of opiate treatment is stabilization of
functioning. but | just wanted to bring to your attention that according to TIP40 protocol from SAMHSA, the goal of
buprenorphine for medically supervised withdrawal from opioids is to provide a transition from the state of
physical dependence on opioids to an opioid-free state, while minimizing withdrawal symptoms (and avoiding side
effects of buprenorphine). So | think that was something that should be considered instead of just making
everyone feel better we should be coming off of the opiates. And | also want to shadow what one of our peers
said was that one on the requirements for pain management should be more stringent considering the state of the
opiate epidemic.

Dr. Lloyd: | want to make sure that | understand that you want the language adjusted to say that this is to be used
for detoxification purposes to have an absence based treatment?

I just feel like the goal should probably be a little higher as in opiate free.

I would ask that you consider increasing the goal of this treatment to be opioid-free in addition to “stabilization of
functioning.” Also, more stringent requirements for pain management professionals!
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TDMHSAS Response: While the hope is that all Tennesseans are able to lead a life free of
substance abuse and/or dependence, medication assisted treatment is an effective form of treatment for
opioid use disorder. As each individual with an opioid use disorder works towards recovery, it is
important to realize that each individual’s definition of “stabilization of functioning” can differ and
therefore a broad, open-ended understanding of that term is necessary.

0940-05-35-.07(4)f)

WILLIANM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: This is a medical
service for a chronic, metabolic illness. The dialogue about the course of the iliness, the response to treatment,
and the patient’s goals are intrinsic to a medical service for & chronic iliness. (f) is an elaboration of the obvious
and expected.

Recommendation: Delete (f). Implicit in the right of Review of the Department is the right to remove licensure or
refer to the Board of Medical Examiners for records which are clearly substandard.

TDMHSAS Response: The Depariment respectfully disagrees and believes the minimum standard
set out in 0940-05-35-.07(4)(f) is necessary to enable the Department to justifiably take the action Dr.
Conway advocates for in his comment.

0940-05-35-.07(4)(a)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: This
- acknowledgement that opioid dependence is a disease with an effective chronic treatment which the patient can
continue on is welcomed. Thank you for including this.

TDMHSAS Response: The Department acknowledges Dr. Conway’s comment.

0940-05-35-.07(5)(a)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (a).

TDMHSAS Response: The Department agrees.

0940-05-35-.07(5)(b)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (b).

TDMHSAS Response: The Department agrees.

0940-05-35-.07(5)(c)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (c).

TDMHSAS Response: The Department agrees.

0940-05-35-.07(5)(d)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAN, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (d).

TDMHSAS Response: The Department agrees.

0940-05-35-.07(5)(e)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (e).
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TDMHSAS Response: The Department agrees.

0940-05-35-.07(5)(f)

WILLIAW CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Applied in an
unthinking way, as rules often.are to be in effort to be in compliance with state regulation, (f) carries great
potential for patient harm. Patient’s privacy rights are absolute. There are times when an intense coordination of
care is essential to benefit the patient. However, the indiscriminate sharing of records is a violation of patient’s
rights and carries the risk of significant long term damage to the patient.

Recommendation: Complete deletion of the language of section (f). Substitute the following sentence:
‘Documentation of coordination of care should be present in those clinical situations which require consultation or
coordination of care.

WILLIAM "BILLY" MANLEY, FNP-BC: Working to coordinate care is difficult within this population. Will the
TDMHSAS be providing community training to provider regarding the epidemic and the need to work

with OBOT/bup prescriber to get better outcomes for patient. Currently | regularly reach out to OB/GYN's and
orther provider and have less than a 50% response rate unless records are requested. Coordinating care that
doesn't trigger a relapse is rarely if ever successful. If the OBOT will be governed by these rules what is the
requirement for providers with legitimate relationships with our patients? '

TDMHESAS Response: The Department acknowledges the concerns stated in these comments and
has revised 0940-05-35-.07(5){f) as suggested bv Dr. Conway.

0940-05-35-.08(1)

TDOH: Initiate an “investigation” into the prospective patient’s prior treatment may be better suited as a “request’
or “search.” Would one facility have investigatory authority over another?

WILLIAM CONWAY, M.D., Mi.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Section (1) is, in
my limited experience, unprecedented in medical care. The language “Investigation” is a term from criminal
justice. Internal Affairs does investigations, not nurses or physicians. :

The language itself frames the patient in a highly negative cognitive framework promoting arbitrary, superficial, or
perhaps even discrimatory behavior on the part of the facility.

Recommendation: Section (1) should be simply deleted.

TDMHSAS Response: The Department agrees that the term “investigation” is not appropriate for
0940-05-35-.08(1) and has substituted in its place the term “inauiry”

0940-05-35-.08(1)and(2)

TDOH: Facility is defined in the rules, but clinic and program are not. If the intent is for these provider settings to
be accounted for but not required to be licensed as a facility, should they be defined?

TDMIHSAS Response: The Department agrees and has revised 0940-05-35-.08(1) to be more clear.
0940-05-35-.08(2) has been deleted.

0940-05-35-.08(2)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: This section is
unnecessary. All new patients are new patients.

Recommendation: Use Occam’s Razor to delete, making rule shorter and more powerful.

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: Is this taking
discretion away from the facility? Can the word ‘Shall’ be changed to ‘May’?
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TDMHSAS Respense: The Department agrees and has deleted 0940-05-35-.08(2).

0940-05-35-.09

ALEXANDER ZOTOS, M.D. FASAM, PRESIDENT, TENNESSEE SOCIETY OF ADDICTION MEDICINE: My
most important request. Patients on maintanence for a period of 1 year or longer should be given option of being
allowed every other month visits. 1t is not necessary to see patient's every month once they have been in
treatment for over a year.

TDMHSAS Response: The Department agrees and has made changes to 0840-05-35-.09 that
address the concerns presented in Dr. Zotos’ comment.

0940-35-.09(1)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (1).

TDMHSAS Response: The Department agrees.

0940-05-35-.09(2)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (2).

TDMHSAS Response: The Department agrees.

0940-05-35-.09(3)

TDOH: The Department feels that an annual evaluation should be the standard. An annual medical examination
will not always be indicated .Consider “an evaluation shall be performed annually and other medical examination
or testing shall be considered as appropriate.”

“All other medical procedures performed...shall be repeated.” Consider clarifying this sentence to specify that
review of the procedures does not include review of the results and that only new or re-affirmed clinically indicated
tests should be performed.

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: These
regulations for medical organizations. By definition, the patient is obtaining a physician visit month. During the
monthly physician visit, appropriate medical examinations are done on each visit.

No medical specialty automatically repeats once a year the initial work simply to redo the initial work. In fact, the
American College of Physicians has a central imperative for internists to only do High Value Care, and not
consume unnecessary resources. This requirement is, in my opinion, low value care.

This regulation for annual medical examination is a carry-over from the OTP regulations.

With the new certification rules from the American Board of Preventive Medicine, you will be increasing dealing
with physicians who are maintaining maintenance of certification in Internal Medicine or Family Medicine, with
subspecialty certification in addiction medicine. In these cases, you will be dealing with extremely competent
physicians. :

Recommendation: Drop the requirement for annual physical examination.

WILLIAM "BILLY" MANLEY, FNP-BC: Medical care. Part of recovery is the patient learning to give health care
over to someone else and learning to manage healthcare in a responsible way. This being said a prescriber
provides a simple focused physical exam initially but thereafter it become the responsibility of the patient to find a
pcp and manage their healthcare outside of the addiction/recovery process.

TDMHSAS Response: The Department acknowledges the comments and has revised 0940-05-35-
.09(3) accordingly.
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0940-05-35-.09(4)

ADAM NICKAS, CAPITOL RESOURCES, LLC: While we believe observed drug screens eight (8) times annually
for a patient in the maintenance phase of treatment is the ideal best practice, we ask that the Department
- consider that TennCare will currently only reimburse for two drug screens for their recipients annually.

TDMHSAS Response: The Department acknowledges the concern but is dedicated to
incorporating nationally recognized best practices, as reguired by Chapter 912 of the Public Acts of 2016,
into the minimum standards for OBOTs. The Department believes observed drug screens and counseling
are an essential element to effective addiction treatment, as indicated in SAMHSA’s TIP 40.

0940-05-35-.09(4)(a)

KAREN PERSHING, MPH, CPS li, EXECUTIVE DIRECTOR, METRO DRUG COALITION: Stabilization phase:
women of childbearing age should continue to be pregnancy tested on a monthly basis unless she can show
proof of VRLAC, sterilization or hysterectomy. :

TDMHSAS Response: The Department acknowledges this comment and will continue to work with
our partners, both private and public, to better address the unique challenges presented by substance
abuse and dependence among pregnant women and women of childbearing age and/or ability.

Revisions to 0940-05-35-.10 require an initial pregnancy screening for all women of child bearing
age and potential.

0940-05-35-.09(4)(a)(1.)-(4.)

WILLIAM "BILLY" MANLEY, FNP-BC: Weekly office visit are not indicated if the patient has received meds
previously or off the street. Counseling twice a month may not be available or practical if the patient is live far from
the facility. Observed Drug screens are not appropriate in every setting. So Oral screen would be the only
alternative to meet this criteria. Results from Oral Screens return greater than five days from most labs this
delays/negates their importance in weekly visits.

TDMHSAS Response: The Department respectfully disagrees and believes observed drug
screens and counseling are an essential element to effective addiction treatment, as indicated in
SAMHSA’s TIP 40..

0940-05-35-.09(4)(a)-(b)

ALEXANDER ZOTOS, M.D. FASAM, PRESIDENT, TENNESSEE SOCIETY OF ADDICTION MEDICINE: There
should be a time limit for patients requiring so much oversight. After, let's say 2-5 years, a patient should not
have to be required to see counselor as frequent as the new patient. Additionally, the frequency of visits should
“be flexible after several years.

JAMES MANUELE, M.D., FACOG: Treatment should be individualized. It's the name of this section. Yet every
patient has to undergo the same ‘cookie cutter’ treatment. What is the fascination with observed drug screens?
Most clinics use urine for screening. Who wants to immediately be treated as dishonest that they cannot void in
private? This is discriminatory to each and every patient and represents a barrier to treatment. When asked,
several patients have reported that this would have been a significant factor keeping them from treatment. We
don’t treat other patients this way. Certainly an observed screen has its place and can be a valuable tool but a
blanket requirement is arbitrary and capricious toward opiate addicts. It represents a barrier to treatment and a
strain on clinical staff which will raise cost for clinics resulting in increased cost for patients.

Insurance companies, TennCare included, generally, will only pay for 4 urine confirmations a year. These
requirements, will result in at least 4 uncovered confirmations. Passing that cost on to patients will result in a 40-
50% increase in the cost of care the patient will have to pay unless the lab companies are willing to absorb the
costs (in the face of ever declining reimbursement). My cash patients and those of several other clinic owners
estimate that 50% would not be able to afford such an increase. Locally, using a 75 mile radius from my home,
the result translates into roughly 700 patients unable tc afford treatment and forced to seek relief in prescription
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pain pills and heroin.

TIMIOTHY S. SMYTH, M.D.: Please show me the data that shows that drug screening, random or otherwise,
improves patient outcomes or decreases diversion. Annual, or Semi-annual RANDOM, OBSERVED UDS is a
very high standard and should suffice. Creating barriers to treatment only serves to increase relapse and/or
return to illicit use of Buprenorphine.

KEVIN CATNEY, Wi.D0., DABFM, DABAWM: Part of what we do every day is case management. However | have
patient’s that have been with me for years, who have never failed a drug screen, who own their own homes, go to
work every day and live their lives fully. Why would we want to legislate that an individual must receive “case
management services?” This might tick a box on a form at a laige institution, but when a patient is receiving
personalized care at my small practice, | know who needs “case management services.” For me this is simply a
redundant documentation requirement for the sake of documentation. Not every new patient needs formal case
management services, and sometimes stable patients of many years suddenly do. This should be part of the
personalization of care that an individual's physician makes decisions about.

DR. TOM REACH, PRESIDENT, WATAUGA RECOVERY CENTER, JOHNSON CITY: One primary concern that
I've heard is the idea of counseling or counseling sessions and | fall back on the evidenced based medicine that
says 2 twenty minute SBIRTs are effective in this particular population group. If we were to provide hour long
sessions twice a menth to 3500 patients add up the hours and count the number of providers that would be
necessary to do that.

MARIE CROSSON, PhD, EXECUTIVE DIRECTOR, TENNESSEE ASSOCIATION OF DRUG COURT
PROFESSIONALS (TADCP): Note on a comment about the counseling sessions. SBIRT should not be the
standard for therapeutic counseling for substance use disorders. There are standards for that type that are more
like 50 minutes. I'm not sure how you get a therapeutic effect in 20 minutes unless it happens very frequently.

MARY LINDEN SALTER, TAADAS: In response to a comment made at today’s hearing — SBIRT is a model for
screening, not intended to identify and then refer and motivate folks to access treatment. Counseling session
length should support additional therapy time needed to evoke change and for skill building.

TDMHSAS Response: The Department acknowledges and agrees with comments received from
Dr. Crosson. The proposed rules require that the facility determine the appropriate number and length of
counseling sessions appropriate for each individual patient and be documented in the patient’s
individualized treatment plan.

The Department acknowledges the comments received from Ms. Saiter and agrees that SBIRT
should be limited to the situations in which it is indicated by the nationally recognized best practice
quidelines, including those developed by SAMHSA.

The Department acknowledges the comments made about counseling and drug screens: the
Department believes observed drug screens and counseling are essential elements to effective addiction
treatment, as indicated in TIP 40.

The Department has revised 0940-05-35-.09 regarding increased flexibility of scheduled office
visits and drug screens for patients with a year or more in the maintenance phase of treatment.

0940-05-35-.09(4)(a)(2)

KEVIN CATNEY, M.D., DABFM, DABAM: | do not believe that the definitions of “counseling session” durations
are consistent with the current billing intervals used when coding office visits. In addition, | do not believe that a
group counseling session needs to last for 50 minutes in order to have value. | personally employee certified peer
recovery specialists in my office at all times that we are open, and they provide ongoing peer coaching. | then
meet with my patients for 1:1 sessions as well. They average a total of 50 minutes in my office for the visit. | can
easily adjust how | see patients to meet this criteria, but | really feel this is micromanagement of the way | care for
my patients, and | believe physicians should be given some leeway, to come up with creative ideas to see what
works for their own patients, and style of patient care.

TDMHSAS Response: The Department appreciates Dr. Catney’s use of innovative counseling
procedures. The Department will work with each facility individually to determine if activities performed
by a Facility are in substantial compliance with the proposed rules.
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0940-05-35-.09(4)(a)(3)

WILLIAN CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Medical
necessity should drive the frequency and intensity of services, not an arbitrary prescription.

Recommendation:_Change the language to as follows: In induction, office visits, counseling, drug screens, and
case management should be done on the basis of medical necessity.

TDMHSAS Response: The Department respectfully disagrees. 0940-05-35-.09(4)(a)(3) is written to
conform to best practices established in SAMHSA’s TIP 40.

0940-05-35-.09(4)(b)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: A monthly visit is
standard. Monthly case management services are not medically necessary.

TDMHSAS Response: The Department respectfully disagrees. 0940-05-35-.09(4)(b) is written to
conform to best practices established by SAMHSA.

0940-05-35-.09(4)(b)(1)-(4)

WILLIAM "BILLY" MANLEY, FNP-BC: Patients who are on maintenance and have proved themselves are seen
by many providers every other month with random drugs or pill counts in between. This allows successful patients
to feel they have moved forward in care. These requirements stop that. After 12 months successfully in a MAT,
many insurance plans allow only 1 drug screen a year and require the patient to pay for the remainder. This is
expensive and not appropriate for successful [patients] with a good relationship with their providers.

TDMHSAS Response The Department is not authorized to address insurance issues via the
proposed rules.

The Department has revised 0940-05-35-.09 regarding increased flexibility of scheduled office
visits and drug screens for patients with a year or more in the maintenance phase of treatment.

0940-05-35-.09(4)(b)(3.)

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: We request
that this language and portion be re-evaluated. We are currently attempting to negotiate with TennCare, who will
only pay for 2 drug screens per year. There are many individuals that have been in this treatment for years and
doing excellent in the maintenance phase. Please take the ‘Observed’ portion out of the requirement. Can this be
physicians’ discretion?

JULIE GRIFFIN, DIRECTOR OF GOVERNMENT AFFAIRS, TENNESSEE MEDICAL ASSOCIATION: Thank
you for all of the work the Department has put into the Office Based Opioid Treatment Facilities Rules. We know
others brought up the urine drug screens today and we wanted to follow up. As you may or may not know
TennCare will not pay for more than two (2) urine screens annually. Because of that, Rule 0940-05-35-.09(4)(b)3
may create an access to care issue. If providers are required to perform screenings above TennCare’'s maximum
and have no ability to get reimbursed for the cost, many physicians may choose not to serve this population.
Unfortunately, a provider that is signed up with TennCare has no ability to require payment for services not
covered under the program.

We know that was not the intent but we are concerned that this may be an unintended consequence. We just
wanted to share this with you. If you have any questions, please let me know. Thanks again for your willingness
to work with us.

ALEXANDER ZOTOS, M.D. FASAM, PRESIDENT, TENNESSEE SOCIETY OF ADDICTION MEDICINE:
Regarding drug screening, it is my opinion that this should be somewhat more flexible such that after a certain
time like 2 years a patient's requirements should change. Costs of treatment should go down as the patient gains
time and is compliant. Simply dictating the amount of testing and what type will not impact overall care. One
suggestion is that the patient may have other forms of testing done such as oral swabs or even hair testing.
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These will eventually be cheaper and should he afforded to the patient. Additionally a call in system could be
employed like the one modeled at the TMF for recovering physicians. This will cut down on frequency needed as
it would keep the patient in check at all times.

TIMOTHY S. SMYTH, M.D.: The urine drug screening requirements. 8 observed a year, | think [random observed
drug screens] was the gold standard, but at least in my practice for 4 years doing 8 a year on a 100 patients is
perhaps a barriers that is going to be hard for patients to overcome as far as most of my patients work or have
families, poor transportation and they can’t make it for their 8. If we try to call them for 8 and they can't make it,
does that mean | discharge them? So | would just like to say again | think that there's been many studies that Dr.
Lloyd and | have shared that show that if you put the barrier too high for [patients] to get care, then they are going
to go back to using it from the street, either an illicit opiate or Suboxone.

RODNEY A. POLING, M.D., DFAPA, PRESIDENT, TENNESSEE PSYCHIATRIC ASSOCIATION: [Flew can
afford 8 drug screens per year.

TDMHSAS Response: The Department is not authorized to address insurance issues via the
proposed rules. ,

The Department has revised 0940-05-35-.09 regarding increased flexibility of scheduled office
visits and drug screens for patients with a year or more in the maintenance phase of treatment.

The Department is concerned about access to treatment; however, ocbserved drug screens are an
essential element of effective addiction treatment, as indicated in SAMHSA’s TIP 40.

- 0940-05-35-.09(5)

JAMES MANUELE, M.D., FACOG: This is a social services requirement. Physicians practicing medicine should
be practicing medicine. Social workers should be performing social services. The Department is pushing its job
and the responsibility to provide social services on to clinics. The Department is burdening OBOT's with the
performance of the Departments duties.

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: The entity you
are regulating is small physician practices and small physician groups. This is not necessary. This is not practical.
Cost burden would be excessive.

Recommendation: Entirely eliminate the section on case management.

TDMHSAS Response: The Department respectfully disagrees. The Department believes that a
comprehensive range of rehabilitative services is an essential element of effective addiction treatment.
The proposed rules do not require the licensed facility to provide these services; rather the facility can
fulfill the requirements by an appropriate referral.

0940-05-35-.09(6)-(7)

JAMES MANUELE, M.D., FACOG: More of the same. Placing social services burdens cn OBOT’s and
physicians when the Department is paid to provide them.

TDMHSAS Response: The Department respectfully disagrees. The Department believes that
communication between doctor and patient and the patient’s continued desire to participate in a
particular treatment modality, are essential elements of effective addiction treatment.

0940-05-35-.09(7)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASANM, ADDICTION MEDICINE OF TENNESSEE: Opioid
Dependence is a chronic, relapsing disease whose treatment is methadone maintenance treatment or
buprenorphine maintenance. Patients can and do request to stop both methadone maintenance treatment and
buprenorphine treatment. Their decisions are honored, and treatment in both setting is discontinued.

Histories taken from patients with a duration of iliness of one to two decades routinely shows patients who are
both on and off treatment, often multiple times, often for months to years, for a multitude of reasons.
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TIMOTHY €. SMYTH, M.D.: Please provide evidence that shows that tapering a patient decreases relapse or
increases functioning of any patient. Why are we forced to offer a treatment that is known to not work?

TDWMIHSAS Response: The Department respectfully disagrees. The Department believes that
communication between doctor and patient and informing the patient of an array of treatment options are
essential elements of effective addiction treatment.

0940-05-35-.10

WILLIAM "BILLY™ MANLEY, FNP-BC: Under special populations - the LGBTQI community has been understood
to be an at risk group for addiction issues requiring sensitivity and training for providers. This should be included
that the OBOT-providers/staff be aware of support services and affirming services for this population. TDMHSAS
could research and create a list of TN services for this population and provide it on their government website.

TDMHSAS Response: Opioid use disorder affects different special population groups in varying
ways. Case management is one tool that providers can use to address each individual in a2 special
population group in an individualized manner.

0940-05-35-.10(1)

TDOH: Women of reproductive age should be offered referral to services that provide voluntary, reversible, long-
acting contraception.

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (1).

TDMHSAS Response: The Department has made changes to 0940-05-35-.10 to ensure that
pregnant women and women of child-bearing age and potential have been informed of the risks and
benefits of the utilization of VRLAC.

0940-05-35-.10(1)(a)

CARLA SAUNDERS, APN, NNP-BC, ADVANCE PRACTICE COORDINATOR, PEDIATRIX MEDICAL GROUP,
EAST TN CHILDREN’S HOSPITAL: This sentence reads a bit funny and having this discussion at this time is like
closing the barn door after the horse escapes. ** As high as 86% of pregnancies occurring in opioid using
women are unintended. According to the TN NAS reporting data, nearly 70% of the approximately 1000

babies reported to the state with a NAS diagnosis are due to MAT. The average cost of treatment for one baby
with NAS in TN is somewhere around $56,000. That is ~ $56,000,000 a year for the state 70% of

which, ~$39,200,00, would be the result of MAT. Family planning must go beyond "informing" the patient, it
should be an integral part of the treatment and recovery program. Furthermore, pregnancy testing should occur
at intake and with all drug screens as many women do not acknowledge they are pregnant until they are well into
the pregnancy, increasing the risk of adverse outcomes for both mother and baby in this very high-risk population.

The birth of a child is a major life stressor and only makes the situation more difficult. Many mothers are living in
unstable environments and have little or no income. Hormone fluctuations during and after pregnancy can make
mental/emotional health and stability more challenging. Almost every woman | speak with postpartum is receiving
an opiate for pain management post delivery, even for vaginal births, despite known drug use histories. Add the
guilt these mothers feel, plus DCS involvement, and you have a recipe for relapse. Continued debate over best
practices for treatment of pregnant women is likely to continue for a while. Not all OBs are asking the right
screening questions, not all newborn nurseries have protocols in place to screen for babies who might be at risk
for NAS (an AAP rec), and not all pediatricians are monitoring at-risk newborns for the AAP rec 3-7-day minimum.
Maternal Hepatitis C rates are increasing exponentially, and their babies need titers at 18-24 months but follow up
show rates are poor for these babies.

I have been working with physiatry, and developmental follow-up as part of my doctoral work and the behavioral
problems these children are experiencing is astounding. TennCare does not pay for behavioral therapy in children
with IDE or NAS. They require medications to "control" their aggressive often violent behaviors, impulse control,
mood disorders, anxiety, and sleep disorders enough to keep from harming others and themselves. And these are
the children in adoptive families with strong support and resources.
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We can debate etiologies and request empiric evidence all day long. The solution is simple, LARCs.  Will they
eliminate the problem? No. Do we need studies to provide evidence-based practices and protocols for
identification, assessment, and treatment of pregnant women with substance use disorders and babies with NAS?
YES! Can we significantly reduce the financial strain on our state health care and social services systems? YES!
The prevention of just one unintended pregnancy and infant with NAS would pay for a significant number of
LARCs and pregnancy tests. There are programs across the state that provide free and quick access to LARCs
by reputable physicians, without coercion or reward. .

Educational programs need to be in place for women and providers about the potential risks of intrauterine drug
exposure from MAT, the potential for NAS, and possible associated long-term concerns. | would propose that an
.education plan should be a requirement for clinic licensure as well as the prescriber. There are excellent
educational programs available that can be done on site at the initial visit and would not take any time away from
the busy provider. We also need to look at the reporting system to see what we can tweak to assess the impact
on NAS.

NOW is the time to set the bar high. The future of the women and children in our state are in our hands. As the
voice for the mothers and babies who have asked me to help, | sincerely thank you for taking the time to read and
think about what can and shoulid be done.

TDMHSAS Response: The Department has made chanages to 0940-05-35-.10 to ensure that
pregnant women and women of child-bearing age and potenial have been informed of the risks and
benefits of the utilization of VRLAC.

0940-05-35-.10(2)

TDOH: Consider referring high risk patients to licensed pain management clinics or pain management specialists.

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: The Facility shall
ensure that employed physicians are knowledgeable in the management of opioid use disorder in a context of
chronic pain and pain management.

Language is clear and straightforward in this sentence of (2).

Individuals being treated with opioids for chronic or acute pain, who have become physically dependent in the
course of their medical treatment, should be treated in a medical or surgical setting due to the possibility that this
type of patient may need a higher dosage of pain medication to achieve adequate pain control.

| do not know where you are going with this sentence. Addiction treatment is for addiction, not for chronic pain.
This sentence says that patients who do not have an addiction should not be treated for addiction.

Individuals who are addicted to opioids, demonstrating drug-seeking behavior, or performing illegal drug-related
activity, and who also need treatment for pain may be enrolled in the Facility.

This sentence is unclear. Is the implicit connector “and” or is the implicit connector "Or” between addictions,
demonstrating drug seeking behavior, or performing illegal drug-related activities. If the connector is “and”, then
the patient has an addiction. If the connector is “or”, then the patient may not have an addiction.

...but the Facility shall ensure continuity of care and communication between treatment programs or physicians
regarding patients receiving treatment in both non-residential office-based opiate treatment facility and a facility or
physician’s office for purposes of pain management, with patient consent.

This is complicated management. This clinical scenario should be the exception, not the common place. Acute
pain management with acute medical illness requiring surgery or ICU is the most common situation, in my
experience, requiring judgment about buprenorphine and pain. | have never had a patient under my care or our
group’s care enrolled simultaneously in long term chronic pain management.

Recommendations: Delete the entire content of (2). Consider substituting the following:

(2). Pain Management: The treatment of comorbid chronic pain in a patient with primary opioid dependence on
buprenorphine maintenance treatment must be primarily managed by a certified addiction psychiatrist, a certified
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addiction medicine, or a physician who has received consultation and an ongoing 20% chart of review on this
patient.

TDMHSAS Response: The Department agrees with TDOH’s comment and has made the
appropriate clarifying changes.

The purpose of this provision is to address individuals who have both chranic pain and addiction
issues. The Department is aware of instances where individuals without an opioid use disorder have
souoht pain treatment at an addiction treatment facility.

0940-05-35-.10(3)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASANM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (3). '

TDMHSAS Response: The Department agrees.

0940-05-35-.10(4)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (4).

TDMHSAS Response: The Department agrees.

0940-05-35-.10(5)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (5).

TDNMHSAS Response: The Department agrees.

0940-05-35-.11

MARIE CROSSON, PhD, EXECUTIVE DIRECTOR, TENNESSEE ASSOCIATION OF DRUG COURT
PROFESSIONALS (TADCP): Note on a comment about the counseling sessions. SBIRT should not be the
standard for therapeutic counseling for substance use disorders. There are standards for that type that are more
like 50 minutes. I'm not sure how you get a therapeutic effect in 20 minutes unless it happens very frequently.

TDMHSAS Response: The Department agrees and SBIRT is not used as a standard for
therapeutic counseling in the proposed rules.

0940-05-35-.11(1)-(3)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward in (1) through (3) of Counseling.

TDMHSAS Response: The Department agrees.

0940-05-35-.11(3)(a)(ii))

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: Do specific
credentials exist for this requirement? Can a physician do the individualized counseling? .

TDMHSAS Response: The term “counseling” or “counseling session” is defined in 0940-05-35-
.02(2)(e) and requires counseling to be led or facilitated by a qualified provider (as defined in 0940-05-35-

02(2)(v)).

A physician is qualified to provide individualized counseling.

0940-05-35-.11(4)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Many of the
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mental health centers prefer to make their own appointments with their clients. Other than calling the crisis team
for acute emergencies, it is not traditional to make an appointment from a physician's office with mental health.
This would also add a significant cost burden to the office if consistently required.

Recommendation: Delete the following language: making appointments on the patients’ behalf.

TDWMHSAS Response: The Department has made a change to 0940-05-35-.11(4) in response to Dr.
Conweay’s comment.

0940-05-35-.12

KEVIN CATNEY, W.D., DABFM, DABAM: PMP (CSMD) should be checked prior to the initial prescription being
written, at approximately one month or treatment, and then every 1 to 3 months based on duration in treatment,
and stability. It is over kill to require the (CSMD) to be checked at every visit. The pharmacist is already entering
the data at every prescription fill occurrence, and should be calling the physician if there is a discrepancy (that is
the relationship that | have with most of my pharmacies: they are not going to fill a prescription for a controlled
substance from another practice without consulting with me first). The biggest problem we have, with duplicative
opioid prescriptions, and with providers of Emergency Services, who continue to cling to their exemption from the
requirement to consult the PMP. | have patient’s who all the time bring me prescriptions written for opioids by
emergency service providers, despite the fact they reported to the triage nurse that they would on Medication
Assisted Therapy and didn't want any addictive prescriptions. The emergency services provider still writes an
opioid? This really should be addressed. Recommend eliminating the exemption from consulting the PMP
(CSMD) for emergency services providers. Recommend require MAT physicians to follow the CDC opioid
prescribing guidelines in regards to consulting the PMP (CSMD) and not creating yet another set of regulations.

TDMHSAS Response: The Department respectfully disagrees. The Department believes that
checking the CSMD is an essential tool in the effective practice of addiction treatment.

0940-05-35-.12(1)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAN, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward.

TDMHSAS Response: The Department agrees.

0940-05-35-.12(1)(a)(1.)

TIMOTHY S. SMYTH, M.D.: These considerations are moot in TN. Pharmacies will not provide the product and
the TN “Addiction Treatment Act of 2015” does not allow one to use economic reasons for prescribing a
bioequivalent drug; e.g. we cannot prescribe generic mono-product Buprenophine except under very restrictive
circumstances.

TDMHSAS Response: The Department seeks to allow physicians the fiexibility to practice
- medicine with their patients while ensuring that the proposed rules comply with al! statutory

requirements.

0940-05-35-.12(2)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward.

TIMOTHY S. SMYTH, M.D.: Please show me the data that shows that checking the CSMD more frequently or
less frequently improves patient care or decreases diversion or overdose deaths. Semi-annually, or quarterly is
an adequate standard.

ALEXANDER ZOTOS, M.D. FASAM, PRESIDENT, TENNESSEE SOCIETY OF ADDICTION MEDICINE:

Checking the database at every visit. Please limit to official visits when seeing doctor or provider. If they come in
for screen or pill count this would be too burdensome.
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MITCHELL MUTTER, M.D., TENNESSEE DEPARTMENT OF HEALTH: Query of the database, it was a

little vague in there. It says every visit but sometimes [patients] are just coming in for counseling sessions or
something like that and usually your counselor doesn't have access to the database. It's usually only those people
with DEA numbers that are registered in the database. So you might make that clearer.

TDMHSAS Response: The Depariment believes that checking the CSMD is an effective tool in the
practice of addiction treatment.

The Department recognizes the need for clarity in defining what type of “visit” requires a checl  of
the CSMD and has changed 0940-05-35-.12(2) to reflect this.

0940-056-35-.12(3)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: A monthly review
of the Prescription Monitoring Data Base will show if the patient is receiving buprenorphine from more than one
OBOT or physician. Section (3) is redundant.

Recommendation:_Delete (3) for Occam’s Razor.

TIMOTHY S. SMYTH, M.D.: What does this mean? How does a facility do this?

TDMHSAS Response: The Department has deleted 0940-5-35-.12(3).

0940-05-35-.12(4)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Comments on
(4): Benzodiazepine Use: This is a well done discussion on a difficult topic. However, | believe these rules should
use a simpler approach.

Recommendations: Consider the following paragraph:

Benzodiazepines in combination with buprenorphine are high risk. For the vast majority of patients,
benzodiazepines are absolutely contraindicated in combination with buprenorphine. For an occasional patient,
benzodiazepines are relatively contraindicated in combination with buprenorphine. In those selected patients
being prescribed buprenorphine who are either being continued on or being tapered off benzodiazepines, the
management stiould be done by a specialist in addiction medicine cor addiction psychiatry.

TIMOTHY S. SMYTH, M.D.: Please show me the data that indicates that a patient who is suffering from the
disease of opioid addiction cannot safely utilize an anxiolytic such as benzodiazepines. Where is the data
demonstrating harm when these medications are combined and used properly, as described?

TDMHSAS Response: The Department believes that there are relative contraindications regarding
a patient’s simultaneous use of benzodiazepines and buprenorphine as evidenced by the recent med
safety advisory published by the FDA regarding concurrent use of benzodiazepines and opioids.

The Department appreciates Dr. Conway’s suggested language; however, the Department believes
the language of the new 0940-5-35-.12(3) is clear.

0940-05-35-.12(4)(a)&(c)

TIMOTHY S. SMYTH, M.D.: These two sections contradict each other: (c) contradicts (a); “benzodiazepine use
disorder” overlaps or is equal to “a history of misusing or abusing these products”

TDMHSAS Response: The Department respectfully disagrees. The new 0940-05-35-.12(3)(a)
speaks to a patient’s being prescribed benzodiazepines only after evaluation by a board certified
psychiatrist; the new 0940-05-35-.12(3)(c) allows a physician with a DATA 2000 waiver to manage a patient
with a benzodiazeping prescription if the patient is willing to initiate a program of tapering.

0940-05-35-.12(4)(d)

KEVIN CATNEY, M.D., DABFM, DABAM: The doses in section 1. (i) and (iii) seem to be inconsistent.

TDMHSAS Response: The Department has revised this provision in order to clarify the
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provision’s intent.

0940-05-35-.12(5)

WILLIAN CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: It is standard in
medical practices to keep a medication list. It is standard to update this list on each visit. However, it is not
standard to actively obtain information from multiple other specialists and subspecialists on their prescriptions to
shared patients. An active administrative query from multiple subspecialists would also be cost prohibitive. This
requirement adds a substantial cost burden with minimal clinical impact upon patient care.

Recommendation on (5): Completely delete all current sections of (5). Substitute the following sentence for (5):
An active medication list will be kept in the medical records.

TDMHSAS Response: The Department respectfully disagrees. The Department stresses the
importance of medication reconciliation, as recommended by current nationally-recognized best practice
guidelines, as prescription medications from providers outside of the Facility may interfere with a
patient’s recovery, interact with medication-assisted treatment medication, or interfere with the patient’s

drug screens.

0940-05-35-.13

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAN, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward.

KEVIN CATNEY, M.D., DABFM, DABAM: The frequency of testing should probably be every other week until
stable (optionally every week). The problem is that if the practice sends their urine drug screens out to reference
lab, when the patient returns the second week, that is when the test is reviewed with the patient, and Motivational
Interviewing and Relapse Prevention Counseling is employed at that visit. It would then make more sense to
obtain the next drug screen the third week, to assess the effectiveness of that intervention. If point of care testing
is used, then the weekly approach could be affective. However, from a practical standpoint, many patients spend
a fair amount of time in the lab, before being able to produce an observed urine collection (ie: shy bladder
syndrome). If they are in the lab, they aren’t in group with my certified peer recovery specialist. For this reason, |

~ prefer to use an every other week approach untii stable.

TDMHSAS Response: The Department acknowledges these comments. The proposed ruies
outline the minimum program requirements for OBOTs. Licensed facilities may choose to provide more
services than required by the rules.

0940-05-35-.13(2)

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: Please re-
evaluate the frequency.

TDMHSAS Response: The Department made changes that address the frequency of drug screens
for individuals in the maintenance phase for one year or more.

0940-05-35-.13(6)

TDOH: Consider adding the interpretation of the toxicological test or urine drug test to the documentation in the
record.

TDMHSAS Response: The Department believes that the language of the proposed rule addresses
this issue. The intent of the rule is to address inconsistent drug screens.

0940-05-35-.14

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward.
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TDMHSAS Response: The Department agrees.

0940-05-35-.15

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAN, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward.

TDMIHSAS Response: The Department aorees.

"~ 0940-05-35-.16(1)

ADAM NICKAS, CAPITOL RESOURCES, LLC: Please clarify whether such reports, forms, and correspondence
are required to be submitted only upon “request or inspection” or “within five business days of sending or
receiving such documents” regardless of such a request or inspection.

TDMHSAS Response: The reports, forms and correspondence shall be available upon reguest or
inspection by the Department AND those reports, forms and correspondence from the TDOH health-
related boards, FDA, DEA, SAMHSA or other applicable federal agencies shall be sent to the
Department’s Office of Licensure within 5 business days of sending or receiving such documents.

Any guestions regarding the proposed rules can be directed to the Department’s Office of
Licensure.

0940-05-35-.16(1)(b)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: This is very
broad and open ended. Delete (B).

TDMHSAS Respornse: The Department respectfully disagrees. The Department’s Office of
Licensure requires access to all documents and information necessary for it to conduct an effective
investigation and survey of a licensed facility.

0940-05-35-.16(3)

MITCHELL MUTTER, M.D., TENNESSEE DEPARTMENT OF HEALTH: Appropriate amount of time needs to be
defined.

TDMHSAS Response: The time will be determined on a case-by-case basis in each investigation
or survey.

0940-05-35-.17

WILLIANM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward.

TDMHSAS Response: The Department agrees.

0940-05-35-.18

WILLIAM CONWAY M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward.

ADAM NICKAS, CAPITOL RESOURCES, LLC: While having a community relations plan and assigned
personnel to oversee such a plan are both commendable and agreeable, a facility should not be held “responsible
for ensuring” its patients’ actions, especially beyond the facility’s premises. We ask that you remove item (2) and
instead address the loitering concerns in item (3). Under item (4), each facility should only be required to include
documentation of their good faith attempts to resolve legitimate issues identified by community members. In
addition to our request to remove item (2), below is suggested language for items (3) and (4).

41



(3) Each Facility shall provide TDMHSAS, when requested, a specific plan describing the actions it will
take to assure responsiveness to community needs. This plan may include an acknowledgement in the patient
agreement of the conduct expected of patients’ upon entering, while within, and upon exiting the Facility.

(4) Each Fecility shall document communityk relations efforts and community contacts, including
reasonable actions taken in response to legitimate issues brought to the facility’s attention by community
members or patients.

TDMHSAS Response: The Department agrees and has revised the language of 0940-05-35-.18(2)
rather than remove it. The Department respectfully disagrees with the need to revise 0940-05-35-.18(3)

and (4). ‘
0940-05-35-.18(2)

JAMES MANUELE, M.D., FACOG: How can a Facility be “responsible for ensuring patients do not cause
unnecessary disruption to the community?” Loitering at the facility, sure. If they abuse their medicine and crash
into the local Walmart, a Facility can’t be held responsible for another’s poor judgement which is out of it's control
any more than a car manufacturer or Budweiser. If a patient relapses, and commiis a crime, this section holds the
Facility responsible. This is too broad, too onerous a requirement for ANY facility to operate under.

TDMHSAS Response: The Department has revised the language of 0940-05-35-.18(2).

0940-05-35-.18(3)

JAMES MANUELE, M.D., FACOG: See above. Patients compliant with treatment can better work, maintain
family and legal responsibilities. In general, they are better citizens and MORE productive members of our
communities.

TDMHSAS Response: The Department adgrees.

0940-05-35-.19(1)

TDOH: For initial employment, consider requiring licensure verification, validation of training received by
personnel and verification of education or degrees, where appropriate. During continued employment, consider
requiring proof of updated continuing education and training, where appropriate.

TDMHSAS Response: 0940-05-06-.04 of the Department’s general program rules applicable to all
licensed services facilities reqguires that an employee’s personnel record contain license verification,
validation of training received, and verification of education or degrees, where appropriate. Education
and training is necessary for retention of a professional license.

0940-05-35-.19(2)

DR. TOM REACH, PRESIDENT, WATAUGA RECOVERY CENTER, JOHNSON CITY: Under staffing page 18
#2, one specific concern that some asked me to bring up was under the director of the facility. And the way that
this was written specifically it says that the facility director, the facility shall designate in writing a facility director
who is responsible for the operation of the Facility and overall compliance with federal, state and local laws

and regulations, operation of non-residential OBOT and for all employees including practitioners. Now that has
become a big concern for some folks. Because the facility director is presurnably not a physician, and yet he's
taking responsibility for practitioner’'s agents and persons he is overseeing practicing medicine. And that role
should really fall under the medical director’s role. so if the facility director should be over seeing the facility and |
think this was all language that came out of probably the methadone original methadone language where there
was one medical director who was the facility director who had oversight over everybody in the facility, so |
would just point that out that that is one of those items that we probably ought to look at changing.

Dr. Lloyd: Dr. Reach what is the recommendation?
Dr. Reach: That the facility director is not responsible for the practitioner’s agents and others providing medical

services at the facility. | would say the facility director could oversee counseling, case management, group
therapy, all of that would be a normal role for a facility director under our present model, but not overseeing the
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practice of medicine, that was a concern.

TDMHSAS Response: The Department agrees with comments received regarding limiting the
facility director’s responsibility to oversee the Facility’s medical staff.

The Depariment has revised the definition for facility director to clarify that a non-physician
facility director shall not supervise medical staff.

0940-05-35-.19(2)(a)

DR. TOM REACH, PRESIDENT, WATAUGA RECOVERY CENTER, JOHNSON CITY: Eliminate the word
“practitioner”. As | mentioned, it is inappropriate to ask a non-physician to be responsible for the medical practice
of a physician or midlevel provider. This provision should be moved to the responsibilities of the Medical director.

TDMHSAS Response: The Department agrees and has made this change.

0940-05-35-.19(2)(b)

"WILLIAN CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Addiction
Medicine Groups prescribe buprenorphine to a small number of patients pursuant to federal regulation. A practice
of addiction medicine devoted to Buprenorphine remains and will continue to remain a part-time activity for
subspecialist in Addiction Medicine. If the group office is open 8AM to 5PM for telephone, administrative work,
and therapy, actual patient care involving physicians is significantly less than 50% that the office is open. This is
an arbitrary requirement which is unnecessary.

Recommendation: Please delete the entire sentence: “The medical director shall be physically present at the
Facility the equivalent of fifty (50) percent of the time the Facility is open to the public each week.”

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: There is
some concern surrounding the requirements for a Medical Director. In'many instances there are physicians
unrelated to one another by contract or agreement that are practicing in a facility / setting. The physicians may or
may not be practicing together within the facility at any given time and this rule would require that one physician
oversee the practice of the other physician when the two are unrelated.

If each physician owns his/her medical practice and has contracted with a facility to provide counseling and
support services then it becomes difficult to have a physician serve as a medical director over another physicians'
separate practice that may be operating in the same facility.

Please include some type of exception that the 'Facility Director' is responsible for the operation of the facility and
compliance with applicable laws. Possibly language such as, "If one or more physicians are unrelated by
business agreement or contract then each practitioner shall serve as a medical director for his/her practice or if by
agreement, more than one practice."

Would the Department also consider a 'Medical Director Board?' The Medical D|rector Board could consist of two
or more physicians that are responsible for the medical services?

DR. TOM REACH, PRESIDENT, WATAUGA RECOVERY CENTER, JOHNSON CITY: One [comment] in
particular is under the qualifications of the medical director and it requires and | mentioned this to Dr. Lioyd
already it mentions the medical director needs to be in the facility 50% of the time. The way addiction medicine
works because of DATA 2000 regulations most physicians only work one or two days in addiction medicine at
most, they have other jobs, they work emergency medicine, they work family practice and it's impractical for a
medical director [to be at an OBOT 50% of the time]. Now the goal of a medical director is to increase quality of
care, to improve care for patients, to make sure that physicians under him are practicing good medicine according
to best practices and that can be done by electronic chart review, through oversight, and the actual physical
presence of a medical director in a facility. | think a 20% number, which is consistent with pain management
guidelines, is a much more reasonable approach. That was one of my primary concerns.

As mentioned in the meeting, the purpose of the medical director is to oversee and ensure best practice by the
other providers. The purpose of the rule is to prevent someone from Oklahoma from being the “director” and
never showing up at the clinic. | think a good compromise is to make it 20% of the time, which works out to one
day a week. Personally | am available 24/7 for all 35 of my providers at all 8 facilities, and constantly review
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everyone’s charts... 15-20% chart review on at least a quarterly basis, more frequently or even 100% if | have a
problem prescriber.

ADAM NlCKAS, CAPITOL RESOURCES, LLC: May two facilities that fall under the same governing body each
have their own designated “medical director?”

MITCHELL MUTTER, M.D., TENNESSEE DEPARTMENT OF HEALTH: Medical director on site [requirements
re: 50% provision] should be [applied to situations with] 2 [OBOTs], not 3 [OBOTs] (3 times 50% equals 150%).
But in terms of what Dr. Reach said maybe they would not be on site 50% of the time but at least they would

be available 50% of the time if you just had two [OBOTs].

TDMHSAS Response: The Department agrees and has changed the reguirement regarding the
percentage of time a Facility’s medical director shall be physically present at the Facility.

0940-05-35-.19(2)(c)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward.

TDMHSAS Response: The Department agrees.

0940-05-35-.19(2)(d)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: This section is
irrelevant per federal regulation. Physician assistant and Advance Practice Nurses cannot prescribe
buprenorphine.

Recommendations: Delete (d).

TDMHSAS Response: The Department is supportive of mid-level practitioners performing services
at an OBOT as long as those services comply with all federal and state rules, regulations, and laws.

0940-05-35-.19(2)(e)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: It is not standard
in medical practice for a solo practitioner or a small medical groups to provide case management. Unless the
group has the luxury of having a BSW or MSWV, which my group does not, case management services cannot be
provided. Furthermore, the majority of patients in physician’s practices for buprenorphine do not require case
management. Consistent with common sense regulation is not increasing the cost burden to the practice.

Recommendation: Delete section (e).

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: This rule
would require that the facility hire a 'Qualified Professional' to serve as the case manager. We previously
discussed only requiring the activity and not a requirement to have a 'qualified professional.' Please also include
the language, "Shall provide case management services by an employee of the facility or by referral to a qualified
agency."

TIMOTHY S. SMYTH, M.D.: Who is a qualified professional?

TDMHSAS Response: The Department believes that case management is an essential element of
effective addiction treatment as established by SAMHSA.

The language of 0940-05-35-.19(2)(e) does not require an OBOT to hire staff to serve as a case
manager; however, it does require an OBOT to provide those services. These services can be provided by
any gualified provider, whether the gualified provider is employed by the Facility or contracted by the
Facility to provide the services.

Additionally, the Department has made a change to this provision. The term “qualified
professional” has been replaced by the term “gualified provider”, which is defined in 0940-05-35-.02(2}{y).
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0940-05-35-.19(3)(a)

WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Language is
clear and straightforward.

TDMHSAS Response: The Department agrees.

0940-05-35-.19(3)(b)

JAMES MANUELE, M.D., FACOG: The medical director must be board certified in Addiction Medicine and a
Psychiatrist. How many physicians are actually available? Not many. Moreover, they can only work at 3 Facilities
being present 50% of the time the Facility is open. This further narrows the access to a Medical Director. The
result is fewer clinics, longer travel times for patients to be treated and a general decrease in access to care.
Limiting the number of clinics and access to care is the wrong approach. ABAM is no longer certifying physicians
in Addiction Medicine so why is this a requirement?

JOHN WOODS, M.D.: My name is Dr. John Woods, and | am a board-certified addictionologist practicing in
Jackson, Tennessee. | am personally in recovery from opiate addiction, and my medical license is on probation
through September 2017 due to actions | took while | was active in my addiction over five years ago.

I am writing to ask for the removal from the finalized regulations the proposed requirement [0940-05-35-.19(3)(b)]
that medical directors of office-based opiate treatment (OBOT) facilities possess unrestricted medical licenses.
Because of my medical license probation, under the currently proposed regulations | would not be allowed to
serve as medical director of an OBOT facility.

I believe that this requirement is misguided and counterproductive. My personal experience with addiction led me
to specialize in the treatment of addiction, and | have found that my experience gives me a unique credibility with
many of the patients that | treat. | submit that my license probation does not detract from my ability to direct the
treatment provided by OBOT facilities, and | will not be able to expand my services to a population that needs
them unless this proposed requirement is removed.

Despite my license probation, and with full knowledge of my addiction history, the American Board of Addiction
Medicine in 2012 allowed me to sit for the addiction medical credentialing examination, and awarded me
Diplomate status later that year.

Despite my license probation, and with full knowledge of my addiction history, | was hired as an addictionologist at
both Cumberland Heights and The Recovery Ranch, two respected residential addiction treatment facilities in
Middle Tennessee.

Despite my license probation, and with full knowledge of my addiction history, | have been asked to consider a
part-time faculty position with the new Center for Addiction Services at the University of Tennessee Health
Science Center in Memphis.

And despite my license probation I-have been credentialed as an in-network behavioral health provider with Blue
Cross Blue Shield of Tennessee, Cigna, and Aetna insurance companies.

If my credentials and qualifications are deemed acceptable by our specialty’s recognized credentialing board, to
reputable addiction treatment facilities, to insurance companies, and to the University of Tennessee, please make
them good enough to serve as medical director of an OBOT facility in Tennessee.

KAREN PERSHING, MPH, CPS Il, EXECUTIVE DIRECTOR, METRO DRUG COALITION: Should end be “or”
instead of “and” going into number 27?

ADAM NICKAS, CAPITOL RESOURCES, LLC: We request that instead of both certifications being required,
that only one of the two certifications (or exam eligibility) be required.

PAUL S. TRIVETTE, EXECUTIVE DIRECTOR, PATIENT ACCESS TO ADDICTION TREATMENT: The "And"
needs to be changed to "Or." Also, ABAM is not offering board certification exam in 2016 or 2017, which may
create difficulty in finding & physician, who is board certified or eligible.

Please include, "Exam eligible by the Board of Preventative Medicine."
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Please also clarify what the license means "In good standing." There may be physicians that are part of the TMF
that his/her license may be on 'probation.’

TIMOTHY S. SMYTH, M.D.: The "and” here should be “or”.

KEVIN CATNEY, M.D., DABFM, DABAWM: A solo practitioner qualified by 42 CFR part 8 to see up to 275 patients
(quelified as defined in the federal law) should not be disqualified by Tennessee State law from supervising
themselves. A solo practitioner in private practice shouldn’t have to hire another individual to come in to their
practice to supervise them (particularly in light of the requirement that the medical director be present 50% of the
time that the office is open).

The definition states that: (1) Medical Director must be Board Certified in Addiction Psychiatry, or Board Eligible in
Psychiatry with 2 years of documented experience and (2) Medical Director must be Board Certified as an
addiction Medicine Specialist by (ABAM.) (no such thing as board eligible by ABAM anymore.)

There is currently no such thing as board eligible in Addiction Medicine by (ABAM). The last ever board
examination in Addiction Medicine by ABAM was given in the fall of 2014. The American Board of Medical
Specialties (ABMS) announced recognition of the subspecialty of Addiction in October 2015. In order to become
certified in the sub-specialty of Addiction (BCADN) by The American Board of Medical Specialties, an individual
must already be Board Certified in Addiction by ABAM plus they must be Board Certified by another ABMS parent
board. If they are not currently ABAM Board Certified by ABAM, they will need to complete a fellowship in
Addiction Medicine. This fellowship must occur after completion of a primary residency in another ABMS parent
board sociality, obtaining Board Certification in that specialty, and then passing a yet another certification
examination in Addiction. At that point, the individual would be Board Certified in Addiction by the ABMS (not by
ABAM). The first such ABMS examination has yet to be scheduled. This section is extremely problematic, as it will
severely restrict access to treatment for addiction.

| would argue that a Board Certified Physician in a Primary Care Specialty (ABMS Board Certified) who is also
ABAM Board Certified and therefore ABMS Board Eligible in Addiction (AND), is immanently qualified to care for
individuals being treated for opiate addiction, and also qualified to serve as a Medical Director. In fact, they may
be better qualified to serve in this capacity that a Psychiatrist, because they are capable of supervising the
physical component as well. This is actually a more holistic approach to the total care of patients.

I would recommend that either Board Certification in Psychiatry with (2) years of documented experience in
addiction OR Board Eligibility in Addiction (ABMS) with Board Certification in an ABMS parent Board._ Once the
final rules for Board Certification in Addiction are made, individuals who are Eligible in Addiction (AND) (ABMS)
should take the necessary steps to become certified as quickly as possible. | see no reason to allow psychiatrists
that are not Board Certified to serve as Medical Directors (they can serve as treatment providers). Board
Certification should be the ultimate qualifier in this important roll.

TDMHSAS Response: The Department believes that OBOT patients can benefit from the care of
physicians who have had issues with substance abuse and the proposed rules allow physicians in -
recovery and who are working with the Board of Medical Examiners and treatment assistance entities,
such as the Tennessee Medical Foundation, to continue to serve their patients and even serve as the
medical director of an OBOT if their license to practice medicine or osteopathy is unrestricted.

The Department agrees and has changed the requirement regarding the percentage of time a
Facility’s medical director shall be physically present at the Facility.

In order to clarify the language of 0940-05-35-.19(3)(b), the Department has deleted the language
“and in good standing”. ‘

The Department has made a change to this provision. The word “and” between 0940-05-35-
19(3)(b)(1) and (2) has been replaced with the word “or”.

The Department recognizes that, in certain scenarios, a physician may be designated as their own
medical director.

0940-05-35-.19(3)(b)(2.)
WILLIAM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: The major

groups in Addiction Medicine will be led by a physician with specialty qualifications by ABAM, or ABPM, as well as
primary certification by American Board of Internal Medicine or Family Medicine. The major groups of Addiction
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Psychiatrists will be led by physicians fully credentialed in psychiatry and the subspecialty of addiction psychiatry.
All of the major groups in Addiction Medicine or Addiction Psychiatry will be able to meet your requirements for a
medical director who is fully credentialed. Your requirements will already be meet in a well-run group practice. As
you have defined a subcategory of OBOT as an entity which includes unrelated physicians practicing at the same
office or location, | would not assume that there is certified physician by ABAM or in Addiction Psychiatry will
practicing in a geographically defined OBOT. A geographically defined OBOT will struggle with your requirements.

Recommendation:_Please delete the section “exam eligible” for certification in Addiction Medicine. There is no
such category now. This ambiguous statement will add difficulty in the licensing process.

TDMHSAS Response: The Department acknowledoges the concerns contained in Dr. Conway’s
comment; however, the Department does not wish to limit access to treatment by making the
aualifications for medical director too stringent.

The Department has modified the second clause of 0940-05-35(3)(b)(2) regarding the gualification
reguirements for a medical director to require two (2) years of documented experience in the treatment of
persons who are addicted to alcohol or other drugs in addition to the requirement of being exam eligible
for certification as an addiction medicine specialist.

The Department acknowledges that the exam for certification as an addiction medicine specialist
has not been scheduled by either the American Board of Addiction Medicine or the American Board of
Preventative Medicine but has kept the language regarding “exam eligible” in 0940-05-35(3)(b)(2) the
same. Lack of a scheduled exam date by either entity does not affect a physician’s status as “exam
eligible”.

0940-05-35-.19(3)(c)

JAMES MANUELE, M.D., FACOG: Program Physicians. As written with the 1 year of required experience,
severely limits recruiting new physicians into engaging in treating addicts. Again, this will result in severely limiting
physicians’ ability to enter the field. We need more doctors treating patients not fewer.

WILLIANM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: The Sentence,
“have had at least one (1) year of documented experience in the treatment of persons addicted to alcohol or other
drugs” is problematic. A year of documented experience in treatment of addictions is hard to measure. Is this full
time? Is this part time? How part time is part time? There are very few physicians in Tennessee who will met this
test. This test also eliminates physicians new to the field. | would note, that if you would have applied this test this
year to the physicians in our newly found group, | am the only physician in my group who would have qualified.
No one else in my group would have been capable of working in Tennessee.

Recommendation: Delete the requirement for program physicians to have one year of documented experience in
treatment of addictions, or rewrite the requirement as follows: “have at least one year of documented experience
in the treatment of persons addicted to alcohol and other drugs, or work under the supervision of an ABAM
certified, or ABPM physician with a subspecialty certification in Addiction Medicine, or a certified Addiction
Psychiatrist with a required 20% chart review for one year.”

TIMOTHY 8. SMYTH, M.D.: Where is the physician supposed to get the one year of experience? What better
place to get the experience than in a licensed OBOT facility?

MICHAEL TINO, M.D., FASAM, DABAM, DOCTOS ASSISTED WELLNESS & RECOVERY CENTER, LLC: No
mention of Newly Data Waivered Physicians. Need criteria and allowance for a year. All listings for physicians
show 1 year experience only.

TDMHSAS Response: The Department agrees and has deleted the requirement for program
physicians to have one (1) year of documented experience in the treatment of persons addicted to alcohol
or other drugs.

0940-05-35-.19(3)(e)

WILLIANM CONWAY, M.D., M.B.A., FACP, FASAM, ADDICTION MEDICINE OF TENNESSEE: Is this
necessary? All licensed professionals work under the scope of their applicable professional practice act.

Recommendation:_Eliminate (e). Federal regulation makes (e) unnecessary, and Occam’s Razor suggest that
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regulation is more effective if powerful, clear, and direct.

TDMHSAS Response: The Department agrees and has deleted 0940-05-35-.19(3){e).

0940-05-35-.19(3)(f)

WILLIANM CONWAY, M.D., M.B.A., FACP, FASAN, ADDICTION MEDICINE OF TENNESSEE: Requiring cnhe
year of direct experience of those who are working under direct supervision will eliminate intelligent capable new
therapist from entering the field.

Recommendation: Please eliminate this sentence: Those individuals operating under the direct supervision of a
Qualified Provider must have at least one year of prior experience in the field of opioid use disorder treatment
before assuming this position.

TDMHEAS Response: The Department agrees and has deleted the last sentence of 0940-05-35-
A9(3)(f).

EXHIBITS

Exhibit A: Conway Attachment 1
Exhibit B: Conway Letter

Exhibit C: Dr. Smyth Attachment 1
Exhibit D: PATAT PAC Attachment 1
Exhibit E: PATAT PAC Attachment 2
Exhibit F: PATAT PAC Attachment 3
Exhibit G: PATAT PAC Attachment 4
Exhibit H: PATAT PAC Attachment 5
Exhibit I: PATAT PAC Attachment 6
Exhibit J: PATAT PAC Attachment 7
Exhibit K: PATAT PAC Attachment 8
Exhibit L. PATAT PAC Attachment 9
Exhibit M: PATAT PAC Attachment 10
Exhibit N: PATAT PAC Attachment 11
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Regulatory Flexibility Addendum

Pursuant to T.C.A. §§ 4-5-401 through 4-5-404, prior to initiating the rule making process, all agencies shall
conduct a review of whether a proposed rule or rule affects small business.

The agency shall consider, but not be limited to, each of the following methods of reducing the impact of the
proposed rule on small businesses while remaining consistent with health; safety, and well-being:

(1) The extent to which the rule may overlap, duplicate, or conflict with other federal, state, and iocal
governmental rules.

The proposed rules have been written to conform to state and federal rules and to mcorporate best practices for
the treatment of individuals at an office-based opiate treatment facility.

(2) Clarity, conciseness, and lack of ambiguity in the rule.

The proposed rules exhibit clarity, conciseness, and lack of ambiguity. As is indicated in the comments section,
TDMHSAS made changes suggested by stakeholders participating in the rulemaking process to improve ruie
clarity and conciseness.

(3) The establishment of flexible compliance and reporting requirements for small businesses.

The proposed rules do not establish flexible compliance or reporting requirements for small businesses because
the main goal of TDMHSAS's licensure function is to safeguard the health, safety, and well-being of all individuals
served by a TDMHSAS licensed provider. However, these proposed rules were written utilizing input from small
businesses, including a committee of experts that included several practicing addiction medicine physicians
(T.C.A. 4-5-205(c)), and in a way so as not to be overly burdensome to licensed providers.

(4) The establishment of friendly schedules or deadlines for compliance and reporting requirements for small
businesses.

The proposed rules do not establish friendly schedules or deadlines for compliance and reporting requirements
for small businesses because the main goal of TDMHSAS's licensure function is to safeguard the health, safety
and well-being of all individuals served by a TDMHSAS licensed provider. However, these proposed rules were
written utilizing input from small businesses, including a committee of experts that included several practicing
addiction medicine physicians (T.C.A. 4-5-205(c)) and in a way so as to acknowledge the everyday business
obligations of all licensed providers and provide for a common sense approach to compliance and reporting.

(5) The consolidation or simplification of compliance or reporting requirements for small businesses.

The proposed rules are written to be clear, simple, and easy to read by all TDMHSAS licensed providers,
including small businesses.

(6) The establishment of performance standards for small businesses as opposed to design or operational
standards required in the proposed rule.

The proposed rules are designed to address the operational standards necessary to safeguard the health, safety,
and well-being of all individuals who receive services at an office-based opiate treatment facility.

(7) The unnecessary creation of entry barriers or other effects that stifle entrepreneurial activity, curb innovation,
or increase costs.

The Department worked with various stakeholders, including a committee of experts that included several
practicing addiction medicine physicians (T.C.A. 4-5-205(c)), some of which were small business owners, to
ensure that the proposed rules do not unnecessarlly create any entry barriers or other effects that stifle
entrepreneurial activity or curb mnovatnon
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Economic Impact Statement

(1) The type or types of small business and an identification and estimate of the number of small businesses
subject to the proposed rule that would bear the cost of, or directly benefit from the proposed rule.

These rules apply to all entities that meet the definition of an office-based opiate treatment facility (see 0940-05-
35-.02(2)(a)). TDMHSAS estimates that a significant number of the entities that would be licensed under this
proposed rule would qualify as small businesses (fewer than 50 employees).

(2) The projected reporting, recordkeeping and other administrative costs required for compliance with the
proposed rule, including the type of professional skills necessary for preparation of the report or record.

The proposed rules do contain reporting requirements (please see 0940-05-35-.16) regarding: correspondence
between the licensed provider and various government agencies (Tennessee Department of Health, FDA, DEA,
SAMHSA, etc.); reports and information to assist in determining the effectiveness of medication assisted therapy
and how that treatment is delivered; information on significant occurrences at the Facility, including death or
serious injury or any action taken against the Facility by the DEA, accrediting body or other local, state, or federal
agency,; responses to citations for violation of these proposed rules or citations from other agencies.

(3) A statement of the probable effect on impacted small businesses and consumers.

The proposed rules will have an impact on small businesses and consumers. The proposed rules create a new
licensure category of office-based opiate treatment (OBOT) facility. As stated above, a significant number of the
entities that would be licensed under this proposed rule qualify as small businesses (fewer than 50 employees).
Although an impact to small businesses cannot be avoided, these proposed rules are written so as to achieve the
dual goals of ensuring effective, efficient, and safe delivery of office-based opiate treatment services while limiting
the regulatory burden on licensed providers. In order to accomplish these goals, the Department sought the input
of a wide-variety of stakeholders, including a committee of experts that included several practicing addiction
medicine physicians (T.C.A. 4-5-205(c)), some of which were small business owners, and conducted extensive
research on best practices regarding office-based opiate treatment. The proposed rules will increase the quality
of care provided to individuals (consumers0 who access treatment from a licensed provider.

(4) A description of any less burdensome, less intrusive or less costly alternative methods of achieving the
purpose and objectives of the proposed rule that may exist, and to what extent the alternative means might be
less burdensome to small business.

The Department believes that these rules represent the least burdensome, least intrusive, and least costly
measures necessary to safeguard the health, safety, and well-being of individuals who access treatment from an
OBOT.

(5) A comparison of the proposed rule with any federal or state counterparts.

The proposed rules are not in conflict with federal guidelines and regulations govermng office-based opiate
treatment facilities and compare favorably to similar rules in other states.

(6) Analysis of the effect of the possible exemption of small businesses from all or any part of the reqwrements
contained in the proposed rule.

The main goal of TDMHSAS’s licensure function is to safeguard the health, safety, and well-being of all
individuals served by a TDMHSAS licensed provider. As stated above, a significant number of the entities
licensed under this proposed rule qualify as small businesses (fewer than 50 employees). Therefore, exempting
small businesses from all or any part of the requirements contained in the proposed rule would negate the
purpose of promulgating licensure rules for this treatment method. The proposed rules were written utilizing input
from various stakeholders, including a committee of experts that included several practicing addiction medicine
physicians (T.C.A. 4-5-205(c)), some of which were small business owners, and in a way so as to acknowledge
the everyday business obligations of all licensed providers and provide for a common sense approach to
compliance and reporting. By requiring all OBOT licensees to function under the same standards, the proposed
rules ensure that some of Tennessee’s most vulnerable citizens are receiving effective, efficient, and
standardized care throughout the State.
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impact on Local Governments

Pursuant to T.C.A. §§ 4-5-220 and 4-5-228 "any rule proposed to be promulgated shall state in a simple
declarative sentence, without additional comments on the merits of the policy of the rules or regulation, whether
the rule or regulation may have a projected impact on local governments.” (See Public Chapter Number 1070
(http://state.tn.us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly)

The proposed rules will not have an impact on local governments.
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Additional Information Required by Joint Government Operations Committee
All agencies, upon filing a rule, must also submit the following pursuant to T.C.A. § 4-5-226(i)(1).

(A) A brief summary of the rule and a description of all relevant changes in previous regulations effectuated by
such rule;

In light of the prescription drug epidemic confronting Tennessee and therefore the overwhelming need for high
quality, safe, effective, and efficient treatment options, the Department, as authorized by Public Chapter 912 of
the Public Acts of 2016, has promulgated a new category of licensure rules for office-based opiate treatment
(OBOT) facilities, which are defined in 0940-05-35-.02(2)(a) of the proposed rules. The proposed rules
implement best practices in the area of office-based opiate treatment while ensuring that Tennesseans have
continued access to this important treatment option.

The following is 2 summary of the proposed rules:

*All citations referenced below refer to the version of the rule contained in this Rulemaking Hearing Rule(s)
document. '

1. The proposed rules establish several definitions for terms commonly used in the proposed rules (0940-05-35-
.02) and clearly set out other rules that are applicable to entities licensed under the proposed rules (0940-05-35-
.03).

2. The proposed rules set out licensing procedures for entities applying for licensure under these proposed
rules, including, but not limited to, provisions regarding ownership, application for licensure, renewal of
licensure, licensure fees, the Department’s authority to conduct investigations in order to ensure compliance
with the proposed rules, etc. (0940-05-35-.04).

3. The proposéd rules clearly set out procedures regarding admission and discharge from an OBOT and
requires that these admission and discharge procedures be carried out in accordance with peer reviewed
medication assisted treatment guidelines developed by nationally recognized organizations (0940-05-35-.06).

4. The proposes rules clearly set out patient records requirements for OBOTSs, including, but not limited to,
ensuring patient consent to treatment, ensuring that patients are informed of the OBOT’s rules for patient
conduct and responsibilities, and ensuring adequate billing and medical record retention and maintenance in
accordance with T.C.A. § 33-2-403(e),(f), and (g) (0940-05-35-.07).

5. The proposed rules clearly set out that OBOTs should create individualized treatment plans for their patients
and ensure that each individualized treatment plan is created in accordance with peer reviewed medication
assisted treatment guidelines developed by nationally recognized organizations. Individualized treatment plans
shall address the frequency of random observed drug screens, office visits, and counseling sessions (0940-05-
35-.09).

6. The proposed rules clearly set out requirements regarding the treatment of special populations at the OBOTS,
including pregnant women and women of child bearing age and potential, patients engaged in pain
management, patients living with co-occurring disorders, patients who have engaged, or who are engaging, in
polysubstance abuse, and patients who are currently in the criminal justice system (0940-05-35-.10).

7. The proposed rules clearly sets out that counseling is an essential element to medication assisted treatment
provided at an OBOT and requires OBOTs to be responsible for determining and documenting that counseling is
being received and that their patients are progressing towards meeting the goals listed in their individualized
treatment plans (0940-05-35-.11).

8. The proposed rules clearly set out requirements regarding medication management, including prescribing
practices, the use of benzodiazepines, checking of the controlled substances monitoring database, the
development of guidelines for the review of prescriptions from other providers, etc. (0940-05-35-.12).

9. The proposed rules require OBOTSs to use drug screens for the purpose of assessing a patient’s abuse of
drugs and evaluating the patient's progress in treatment and sets out basic provisions regarding the collection
and documentation of those drug screens (0940-05-35-.13).
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10. The proposed rules set out clear requirements regarding detoxification and medically supervised withdrawal
and the implementation of diversion control plans (0940-05-35-.14 & .158).

11. The proposed rules contain reporting requirements regarding: correspondence between the licensed
provider and various government agencies (Tennessee Department of Health, FDA, DEA, SAMHSA, etc.);
reports and information to assist in determining the effectiveness of medication assisted therapy and how that
treatment is delivered; information on significant occurrences at the Facility, including death or serious injury or
any action taken against the Facility by the DEA, accrediting body or other local, state, or federal agency;
responses to citations for violation of the proposed rules or citations from other agencies (0940-05-35-.16).

12. The proposed rules clearly provide for the establishment of patient rights at an OBOT (0940-05-35-.17).

13. The proposed rules clearly set out requirements regarding community relations between OBOTSs and the
communities in which they are located and require documentation of community relation efforts and community
contacts (0940-05-35-.18).

14. The proposed rules clearly set out personnel and staffing requirements for OBOTSs, including standard
qualifications for an OBOT'’s medical director, facility director, program physicians, and other qualified providers
(0940-05-35-.19).

(B) A citation to and brief description of any federal law or regulation or any state law or regulation mandating
promulgation of such rule or establishing guidelines relevant thereto;

T.C.A. § 4-3-1601(b) provides the following as a general function of the Department: “. . . set standards for, .. .
monitor, and promote the . . . provision of services and supports to meet the needs of persons with mental
illness or serious emotional disturbance through the public and private sectors in this state as setout in . . . title
33", Additionally, TCA § 33-1-305, gives the Department authority to adopt rules, prescribe forms and
investigate complaints; TCA §33-2-403, grants the Departments (TDMHSAS & DIDD) the authority to license
services and facilities operated for the provision of mental health services, alcohol and drug abuse prevention or
treatment, for the provision of services for intellectual and developmental disabilities, and for personal support
services; and Tennessee Chapter 912 of Public Acts of 2016 authorizes the Department to promulgate rules
regarding OBOTs.

(C) Identification of persons, organizations, corporations or governmental entities most directly affected by this
rule, and whether those persons, organizations, corporations or governmental entities urge adoption or
rejection of this rule;

Pursuant to State of Tennessee Chapter 912 of the Public Acts of 2016, the entities that will be most directly
impacted by these rules are service entities that include, but are not limited to, stand-alone clinics, treatment
resources, individual physical locations occupied as the professional practice of a prescriber or prescribers
licensed pursuant to Title 63, or other entities prescribing products containing buprenorphine, or products
containing any other controlled substance designed to treat opioid use disorder by preventing symptoms of
withdrawal to fifty percent (50%) or more of its patients and one hundred fifty (150) or more patients. The
Department received several comments from various groups regarding the proposed rules. The Department
provided response to all comments received. The Department is aware of one individual who submitted
comments urging the rejection of an earlier draft version of the proposed rules filed with the Notice of
Rulemaking Hearing document. The Department is unaware as to whether that individual still urges rejection of
the proposed rules. Alternatively, the Department is also aware of several stakeholders who have urged
adoption of the proposed rules.

(D) Identification of any opinions of the attorney general and reporter or any judicial ruling that directly relates to
the rule or the necessity to promulgate the rule;

None. ' |

(E) An estimate of the probable increase or decrease in state and local government revenues and expenditures,
if any, resulting from the promulgation of this rule, and assumptions and reasoning upon which the estimate
is based. An agency shall not state that the fiscal impact is minimal if the fiscal impact is more than two
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percent (2%) of the agency's annual budget or five hundred thousand dollars ($500,000), whichever is less;

There is minimal estimated fiscal impact to State or local governments due to the promulgation of the proposed
rules.

(F) Identification of the appropriate agency representative or representatives, possessing substantial knowledge
and understanding of the rule;

Kurt Hippel
TDMHSAS
Director of Legislation and Rules

Cindy Tyler
TDMHSAS
Assistant Commissioner, Division of Administrative and Regulatory Services

Dr. Stephen Loyd
TDMHSAS
Medical Director for Substance Abuse Services

(G) lIdentification of the appropriate agency representative or representatives who will explain the rule at a
scheduled meeting of the committees;

Kurt Hippel
TDMHSAS
Director of Legislation and Rules

Cindy Tyler
TDMHSAS
Assistant Commissioner, Division of Administrative and Regulatory Services

Dr. Stephen Loyd
TDMHSAS
Medical Director for Substance Abuse Services

(H) Office address, telephone number, and email address of the agency representative or representatives who
will explain the rule at a scheduled meeting of the committees; and

Kurt Hippel

TDMHSAS

Director of Legislation and Rules
500 Deaderick Street, 5 Floor
Nashville, TN 37243

(615) 532-9439
Kurt.Hippel@tn.gov

Cindy Tyler

TDMHSAS

Assistant Commissioner, Division of Administrative and Regulatory Services
500 Deaderick Street, 6™ Floor

Nashville, TN 37243

(615) 532-6586

Cynthia. Tyler@tn.gov

Dr. Stephen Loyd
TDMHSAS
Medical Director for Substance Abuse Services
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500 Deaderick Street, 6" Floor
Nashville, TN 37243

(615) 532-1225
Stephen.Loyd@tn.gov

()  Any additional information relevant to the rule proposed for continuation that the committee requests.

| None
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(Place substance of rules and other info here. Please be sure to include a detailed explanation of the changes
being made to the listed rule(s). Statutory authority must be given for each rule change. For information on
formatting rules go to http:/sos.tn.gov/sites/default/files/forms/Rulemaking_Guidelines Augqust2014.pdf)

0940-05-35-.01 Purpose.

The rules in this chapter implement the law relative to licensure and regulation of nonresidential office-based
opiate treatment facilities pursuant to Chapter 912 of the Public Acts of 2016.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.02 Definitions.

(1) Definitions of general terms used in these fules can be found in Rules Chapter 0940-05-01.
(2) Definitions specific to this chapter are as follows:
(a) "Nonresidential office-based opiate treatment facility" or “Facility” or “OBOT” is a service

entity that includes, but is not limited to, stand-alone clinics, treatment resources,
individual physical locations occupied as the professional practice of a prescriber or
prescribers licensed pursuant to Title 63, or other entities prescribing products containing
buprenorphine, or products containing any other controlled substance designed to treat
opioid use disorder by preventing symptoms of withdrawal to fifty percent (50%) or more
of its patients and to one hundred fifty (150) or more patients.

“‘Buprenorphine” means a semi-synthetic opioid partial agonist that activates the opioid
receptors but not to the same degree as full agonists such as morphine and heroin.

‘Case Management/Care Coordination” means a collaborative process of assessment,
planning, facilitation, care coordination, evaluation, and advocacy for options and
services to meet an individual's and family's comprehensive health needs through
communication and available resources to promote quality, cost-effective outcomes.

“Controlled Substance Monitoring Database” or “CSMD” means a program administered
by the Tennessee Department of Health to monitor the prescribing and dispensing of
Schedule 1, [ll, IV and V controlled substances as set forth by T.C.A. Title 53, Chapter
10, Part 3.

“Counseling” or “Counseling Session” means a face-to-face individual therapeutic
counseling session lasting not less than twenty (20) minutes with a qualified provider, or
a group educational session of no more than twenty (20) patients and lasting not less
than fifty (560) minutes facilitated by a qualified provider. Counseling shall be focused on
issues related to the patient’s opioid use disorder and shall not include discussions
related to administrative procedures. Telehealth, pursuant to the Tennessee Code
Annotated, may be utilized to facilitate counseling. Attendance of a 12-step program,
such as Narcotics Anonymous, shall not be considered counseling. The Facility shall
document each counseling session in the patient's medical chart.

‘DATA 2000 Waiver” means the registered authority given to a qualified health care
professional by the U.S. Drug Enforcement Administration to prescribe FDA-approved
narcotic medication for opioid detoxification or maintenance treatment pursuant to 21
U.S.C. §823(qg).

“DEA” means the United States Drug Enforcement Administration.
“Detoxification” or “Detoxification Treatment” means the dispensing of an opioid agonist
treatment medication in decreasing doses to the patient to alleviate adverse physical or

psychological effects incident to withdrawal from the continuous or substantial use of an
opioid drug and as a method of bringing the patient to a drug-free state within that period.
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(t)

“Diversion Control Plan” means specific measures, including assigning responsibilities to
medical and administrative staff, to reduce the possibility of diversion of controlled
substances from legitimate treatment to illicit use.

“Facility Director” means the person designated by the Facility’'s governing body who is
responsible for the operation of the Facility, for the overall compliance with federal, state,
and local laws and regulations regarding the operation of a non-residential office-based
opiate treatment facility, and for all Facility employees. Non-physician facility directors
shall not supervise medical staff.

“FDA” means the United States Food and Drug Administration.

“Governing Body” means the person or persons with primary legal authority and
responsibility for the overall operation of the OBOT and to whom a director/chief
executive officer is responsible. Depending upon the organizational structure, this body
may be an owner or owners; a board of directors or other governing members of the
licensee; or state, city, or county officials appointed by the licensee.

“Inspection” means any examination by the Department or its representatives of an
OBOT including, but not limited to, the premises, staff, persons in care, and documents
pertinent to initial and continued licensing, so that the Department may determine
whether an OBOT is operating in compliance with licensing requirements or has violated -
any licensing requirements. The term inspection includes any survey, monitoring visit,
complaint investigation, or other inquiry conducted for the purposes of making a
compliance determination with respect to licensing requirements.

“Medical Director” means a physician who meets the qualifications set out in 0940-05-35-
.19(3)(b) and who has been designated by the governing body of the Facility to be
responsible for the supervision of all medical staff at the Facility and the administration of
all medical services offered by the Facility, including compliance with all federal, state
and local laws and rules regarding medical treatment of opioid use disorder.

“Medical Record” or “Medical Chart” means medical histories, records, reports,
summaries, diagnoses, prognoses, records of treatment and medication ordered and
given, entries, x-rays, radiology interpretations and other written electronics, or graphic
data prepared, kept, made or maintained in a facility that pertains to services rendered to
patients.

“Medication Assisted Treatment” means use of a medication approved by FDA, in
combination with counseling and behavioral therapies, for the treatment of an opioid use

‘ disorder.

“Multidisciplinary Treatment Team” or “Treatment Team” means professionals, which
may include a licensed physician, licensed physician assistant, licensed nurse, qualified
alcohol and drug treatment personnel, and/or mental health professionals, who assess,
evaluate, or treat a patient.

“Office of Licensure” means the Tennessee Department of Mental Health and Substance
Abuse Services (TDMHSAS) Office of Licensure.

“Opiate/Opioid” means a drug that contains opium, derivatives of opium, or any of several
semi-synthetic or synthetic drugs with agonist activity at the opioid receptor.

“Observed Drug Screen” or “Observed Urine Drug Screening” means a test used to
determine the presence of illicit drugs in an individual’s body conducted by and in the
presence of a Facility medical or lab staff or contracted medical or lab staff so as to
ensure against the tampering with or falsification of the resuits.
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(cc)

“Patient” or "Service Recipient” shall refer to an individual receiving treatment for opioid
use disorder at an OBOT.

“Physical Location” means real property on which is located a physical structure, whether
or not that structure is attached to real property, containing one (1) or more units and
includes an individual apartment, office, condominium, cooperative unit, mobile or
manufactured home, or trailer, if used as a site for prescribing or dispensing products
containing buprenorphine, or products containing any other controlled substance
designed to treat opioid use disorder by preventing symptoms of withdrawal.

“Phases of Treatment” means the induction, stabilization, and maintenance phases
associated with office-based opioid treatment as described in the Clinical Guidelines for
the Use of Buprenorphine in the Treatment of Opioid Addiction: A Treatment Intervention
Protocol published by the Substance Abuse and Mental Health Services Administration’s
(SAMHSA) Center for Substance Abuse Treatment (CSAT).

“Program Physician” means any physician, including the medical director, who provides
medical services to patients at the Facility.

“Qualified Provider” means a qualified mental health professional as defined in T.C.A.
§33-1-101(20), qualified alcohol and drug abuse treatment personnel as defined in 0940-
05-01-.16(7), or treatment staff operating under the direct supervision of either a qualified
mental health professional or qualified alcohol and drug abuse treatment personnel.

‘Relapse” means a process in which an individual who has established abstinence or
sobriety experiences a recurrence of signs and symptoms of active addiction, often
including resumption of the pathological pursuit of reward and/or relief through the use of
substances and other behaviors.

“TDMHSAS” or “Department” means the Tennessee Department of Mental Health and
Substance Abuse Services.

“Treatment” or “Substance Abuse Treatment” means a broad range of services intended
to assess status, reduce symptoms, or mitigate the effects of substance misuse,
substance use disorders, or co-occurring disorders; reduce risk of relapse and associated
harm; or restore or establish well-being for individuals and families; provided, that said
practice may include, but not be limited to, care coordination, case management,
medical, pharmacological, psychological, psycho-educational, rehabilitative or social
services and therapies. The overall goals are to eliminate the substance abuse as a
contributing factor to physical, psychological, and social dysfunction and to arrest or
reverse the progress of any associated problems.

“Treatment program” or “Substance Abuse Treatment Program” means an organized
system of services containing a mission, philosophy, and model of substance use
disorder treatment designed to address the needs of clients.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.03 Application of Rules.

(1)

The licensee of an OBOT shall comply with the following rules:

Chapter 0940-05-02 Licensure Administration and Procedures;

Applicable Minimum Program Requirements for All Services and Facilities found in
Chapter 0940-05-06; and

Chapter 0940-05-35 Minimum Program Requirements for Nonresidential Office-Based
Opiate Treatment Facilities.
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(2) If any provision of these rules, or the application thereof to any person or circumstance, is held
invalid, such invalidity shall not affect other provisions or applications of these rules which can be
given effect without the invalid provision or application, and to that end the provisions of these
rules are declared severable.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.04 Licensing Procedures.

) An OBOT, as defined in 0940-05-35-.02(2)(a) and T.C.A. § 33-2-402, shall be licensed by the
Tennessee Department of Mental Health and Substance Abuse Services (TDMHSAS or
Department).

(2) An OBOT shall include, as part of its ownership structure, a physician who holds an unrestricted
license from the Tennessee Board of Medical Examiners or the Tennessee Board of Osteopathic
Examination and holds an active DATA 2000 waiver. “Ownership Structure” means any entity,
group, or individual(s) having legal ownership of the OBOT, directing its functions and operations.
This includes, but is not limited to, a sole proprietor, general partner, board member of a non-
profit or for-profit corporation, or managing member of a limited liability company. Final
determination as to whether ownership structure requirements for an OBOT are being met is in
the sole discretion of the Department.

(3) A public benefit non-profit/charitable corporation, registered with the Tennessée Secretary of
State, shall have the Facility's medical director on its Board of Trustees.

4) A corporate entity doing business as an OBOT in the State of Tennessee shall not provide, hold
itself out as providing, or advertise that it provides substance use disorder treatment for opioid
use disorder in the form of opioid agonist therapy, or office-based opiate treatment, unless it
complies with the following requirements:

(a) Is appropriately registered with the Tennessee Secretary of State to operate in the State
of Tennessee and/or is and remains current with corporate or non-profit/charitable
registration requirements of the Tennessee Secretary of State; and,

(b) Includes, as a member of its Board of Trustees, the Facility’s medical director.

(5) The OBOT shall make application with the Department’s Office of Licensure by providing the
following information, at a minimum:

(a) Application on the Office of Licensure’s designated forms to include the:
1. Initial Application;
2. Fact Sheet; and,
3. Finanvcial Statement;
(b) Applicable fees as defined in Tennessee Administrative Procedures Rule 0940-05-02-
.05;
(c) Evidence of a contracted and/or currently employed physician with a DATA 2000 waiver;
(d) Evidence of all physicians contracted and/or currently employed at the Facility holding a

license from the Tennessee Board of Medical Examiners or the Tennessee Board of
Osteopathic Examination;
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(e) Comprehensive listing of all members of the organization’s ownership structure; and

(f) Any other item the Department believes is necessary and proper for application
purposes.

(6) Prior to renewal of the license, the OBOT shall be required to formulate policies and procedures
that substantially comply with the provisions of this Rule, as well as with Administrative Chapter
0940-05-06.

(7) The Department may release to and/or gather information from the Tennessee Department of
Health Board of Medical Examiners (BME) as is necessary for licensing and/cr investigation of
complaints against an OBOT.

(8) With or without notice, the Department, or its representatives, shall have the right to enter upon or
into the premises of an OBOT in order to make inspections and/or investigations deemed
necessary to determine compliance with applicable law. The OBOT shall comply with all
reasonable requests of the Department and allow it to obtain information from third parties as is
necessary.

(9) The Department shall be given the authority to enter upon the premises of an unlicensed facility
prescribing buprenorphine-type products to better determine that unlicensed facility’s need for
TDMHSAS oversight. The Department shall attempt to conduct inspections and investigations in
the least intrusive manner needed in order to obtain necessary information. The facility shall be
required to provide reasonable amounts of information to the Department for this determination.

(a) “‘Reasonable amounts of information,” in this context, may be considered aggregate, non-
patient identifying information to include, but not be limited to:

1. Patient de-identified identifiers;
2. Lists of medications prescribed to that de-identified patient; and
3. The total number of patients seen at the physical location in question.

(10)  The governing body of an OBOT shall designate a facility director (as defined in 0940-05-35-
.02(2)(j)), who is responsible for the operation of the Facility. Non-physician facility directors shall
not supervise medical staff. : '

(@) Should a Facility operate in such a fashion that the physicians working at the same
physical location are unassociated and/or unaffiliated to one another in sorme type of
business arrangement, then the unassociated and/or unrelated physicians shall
designate a facility director.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402; 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.05 Policy and Procedures.

(1 The governing body of the Facility shall ensure the OBOT is administered and operated in
accordance with written policies and procedures in the below listed subject areas and in
accordance with these rules. Each Facility shall clearly identify the governing body, as defined in
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Rule 0940-05-01-.01(18) and Rule 0940-05-35-.02(2)(1), in its policies and procedures manual
including the name and contact information of the governing body.

(a) Admissions and Discharges and Best Practices Utilized (0940-05-35-.06),
(b) Patient Record Requirements (0940-05-35-.07);

(c) Patient Transfers (0940-05-35-.08);

(d) Individualized Treatment Plan and Best Practices Utilized (0940-05-35-.09);
(e) Special Populations (0940-05-35-.10);

(f) “ Counseling (0940-05-35-.11);

(9) Medication Management (0940-05—35—.12);

(h) Drug Screens (0940-05-35-.13);

(i) Detoxification and Medically Supervised Withdrawal (0940-05-35-.14);

1) Diversion Control Plan (0940-05-35-.15);

(k) Reporting Requirements (0940-05-35-.16);

0] Patient Rights (0940-05-35-.17);

(m) Community Relations (0940-05-35-.18); and

(n) Personnel and Staffing Requirements (0940-05-35-.19).

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 212 of the Public Acts of 2016.

0940-05-35-.06 Admissions and Discharges and Best Practices Utilized.

(1)

Initial Screening. Prior to admission to the Facility, each prospective patient shall be evaluated by
the medical director or program physician and clinical staff who have been determined to be
qualified by education, training, and experience to perform or coordinate the provision of such
assessments. The purpose of such assessments shall be to determine, and document, whether
the patient meets the diagnostic criteria for an opioid use disorder as defined in the most recent
version of the Diagnostic and Statistical Manual of Mental Disorders (DSM) and whether the
Facility will be the most appropriate treatment modality for the patient. No prospective patient
shall be processed for admission until it has been verified that the patient meets all applicable
criteria. ‘ ~

(a) The Facility shall use either standardized assessment and evaluation tools that have
been peer reviewed and validated or standardized assessment and evaluation tools as
approved by the Department. Examples include American Society of Addiction Medicine
(ASAM) placement criteria, the Addiction Severity Index, SAMHSA’s TIP 40, or any other
assessment and evaluation tools approved by the Department.

Prior to receiving treatment at the Facility, the patient shall acknowledge in writing having
received education on the following:
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Treatment options, including detoxification, and the benefits and risks associated with
each treatment option; :

The risk of neonatal abstinence syndrome and use of voluntary long-acting reversible
contraception for all female patients of child bearing age and potential;

Prevention and treatment of chronic viral illnesses, such as HIV and hepatitis C;
Expected therapeutic benefits and adverse effects of treatment medication;

Risks for overdose, including drug interactions with CNS depressants, such as alcohol
and benzodiazepines, and relapsing after periods of abstinence from opioids; and

Overdose prevention and reversal agents.

A Facility shall only admit and retain patients whose known needs can be met by the Facility in
accordance with its licensed program purpose and description and applicable federal and state
statutes, laws, and regulations.

Drug dependent pregnant females shall be given priority for admission and services.

No Facility shall provide a bounty or other reward to a third party for referral of potential patients
to the clinie. .

Comprehensive Assessment. Within thirty (30) days of admission, the Facility shall have
completed a comprehensive assessment in accordance with peer reviewed medication assisted
treatment guidelines, developed by nationally recognized organizations, such as SAMHSA and
the American Society of Addiction Medicine. The comprehensive assessment shall be attached to
the patient's medical chart no later than five (5) days after it is developed. It shall reflect that
detoxification is an option for treatment and supported by the Facility's program and has been
discussed with the patient. It shall also integrate information obtained in the initial screening. If
necessary, the Facility shall obtain complete medical records from other providers with patient’s
written consent. ’

Discharge and Aftercare Plans. A Facility shall complete an individualized discharge and
aftercare plan for patients who complete their course of treatment.

(@)

All discharge and aftercare plans shall include documentation that the Facility’s
counseling and/or medical staff has discussed with the patient an individualized medically
supervised withdrawal plan appropriate to the patient.

The patient’s discharge planning shall include the development of a menu of appropriate
treatment resources available to the patient in his or her community. This menu shall be
developed in consultation with the patient and shall be in writing and made available to
the patient upon discharge. The Facility shall assist the patient in obtaining the
appropriate referrals, as necessary.

The discharge plan shall be completed at the time of the patient’s discharge by the
person who has primary responsibility for coordinating or providing for the care of the
service recipient. It shall include a final assessment of the patient’s status at the time of
discharge and aftercare planning. If applicable, parents or guardian, or responsible
persons may participate in discharge and aftercare planning. The reason for any patient
not participating in discharge and aftercare planning shall be documented in the patient's
record.

The Facility shall document when a patient discontinues services at an OBOT. Determination of
the events that constitute a patient’s discontinuation of services at an OBOT shall be at the
OBOT’s discretion.
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Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.07 Patient Record Requirements.

(1)

Each Facility shall have a specific policy and procedure outlining the Facility’s duties and
responsibilities regarding any service recipient record requirements that are listed herein and in
the minimum requirements of Chapter 0940-05-086.

Facilities shall organize and coordinate patient medical and billing records in a manner which
demonstrates that all pertinent patient information is accessible to all appropriate staff and to
TDMHSAS surveyors.

(a) Should the licensee plan to close its operations, written notice shall be given to the
patient or the new provider prior to the planned closure of the Facility. Patient records
shall be transferred to the patient or to the new provider within ten (10) business days of
the last scheduled visit of the patient.

The Facility shall ensure that adequate billing and medical records are maintained in accordance
with T.C.A. § 33-2-403(e), (f), and (g).

Except as otherwise authorized by law, no person shall be admitted for treatment without written
consent from the patient and, if applicable, parent, guardian, or responsible party. A documented,
voluntary, written, program-specific informed consent to treatment from each patient at admission
shall include:

(a) Information about all treatment procedures, services, and other policies and regulation
throughout the course of treatment, including clinic charges in the form of a fee
agreement signed by the patient.

1. This fee agreement shall include an explanation of the financial aspects of
treatment and the consequences of nonpayment of required fees, including the
procedures for the patient (or patient’'s legal representative) in the event they are
unable to pay for treatment;

(b) Consent to the individualized, prescribed therapy before dosing begins, including
information about potential interactions with and adverse reactions to other substances,
including those reactions that might result from interactions and adverse reactions to
alcohol, other prescribed or over-the-counter pharmacological agents, other medical
procedures and food;

(c) Information to each patient that the goal of opioid treatment is stabilization of functioning;

(d) Acknowledgement that the patient has been informed of the Facility’s rules regarding
patient conduct and responsibilities;

(e) Acknowledgement that the patient has been informed of his or her rights as found in
0940-05-35-.17;

() Information that at regular intervais, in full consultation with the patient, the program shall

discuss the patient’s present level of functioning, course of treatment, and future goals;
and
(9) Information that the patient may choose to withdraw from or be maintained on the

medication as he or she desires unless medically contraindicated.

The patient’'s medical chart shall also include documentation of the following:
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(@) Documentation that the patient’s initial screening and comprehensive assessment are
completed and documented in the patient's medical record prior to the development of
the patient’s individualized treatment plan;

(b) The individualized treatment plan, including any reviews, changes or amendments to the
plan;
(c) Documentation that services listed in the individualized treatment plan are available and

have been provided or offered;

(d) A record of correspondence with the patient, family members, and other individuals and a
record of each referral for services and its results;

(e) A discharge and aftercare plan pursuant to 0940-05-35-.06(7), including reasons for
discharge and any referral. In the case of death, the reported cause of death shall be
documented; and

) Documentation of coordination of care should be present in those clinical situations which
require consultations or coordination of care.

Authority: T.C.A.‘ §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.08 Patient Transfers.

(1)

If a prospective patient has previously been discharged from treatment at another Facility or other
type of treatment program, the admitting Facility, after having the patient sign a release of
information, shall initiate an inquiry into the prospective patient’s prior treatment history, inquiring
of the last Facility or other type of treatment program attended and the reasons for discharge from
treatment.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

'0940-05-35-.09 Individualized Treatment Plan and Best Practices Utilized.

(1)

()

The admission requirements of 0940-05-35-.06 shall first be completed prior to the development
of an Individualized Treatment Plan (ITP).

A Facility shall develop an ITP for each patient within thirty (30) days of admission. The ITP shall
be developed in accordance with peer reviewed medication assisted treatment guidelines,
developed by nationally recognized organizations, such as SAMHSA and the American Society of
Addiction Medicine.

Medical care, including referral for necessary medical service, and evaluation and follow-up of
patient complaints, shall be compatible with current and accepted standards of medical practice.
All patients shall receive a medical evaluation at least annually and other medical examination or
testing shall be considered as appropriate. All other medical procedures performed at the time of
admission shall be reviewed by the medical staff on an annual basis, and all clinically indicated
tests and procedures shall be repeated. The medical director or program physician shall record
the results of this annual medical evaluation and review of patient medical records in each service
recipient’s record.

Requirements for services according to phases of treatment:
(@) A patient in the induction or stabilization phases of treatment shall:

1. Have weekly office visits scheduled;
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(6)

2. Receive appropriate counseling sessions at least twice a month;

3. Be subject to one (1) observed drug screen at least weekly: and
4. Receive case management services weekly.
(b) A patient in the maintenance phase of treatment for less than one (1) year shall:
1. Have a scheduled office visit at least every two (2) to four (4) weeks;
2. Receive counseling sessions at least monthly;
3. Be subject to a random observed drug screen at least eight (8) times annually;
and
4. Receive case management services at least monthly.
(©) A patient in the maintenance phase of treatment for one (1) year or more shall:b
1. Have a scheduled office visit at least every two (2) months;
2. Receive counseling sessions at least monthly;
3. Be subject to a random observed drug screen at least four (4) times annually;
and
4. Receive case management services at least monthly.

Each Facility shall take steps to ensure that a comprehensive range of rehabilitative services,
including vocational, educational, legal, mental health, alcoholism, and social services, are made
available to the patients who demonstrate a need for such services. The Facility can fulfill this
responsibility by providing support services directly or by appropriate referral. Support services
that are recommended and/or utilized shall be documented in the patient’s record. Each Facility
shall have policies for matching a patient’s needs to treatment.

If the patient experiences a relapse, his or her ITP shall document evidence of intensified
services provided. Such evidence may include, but is not limited to, an increase in individual or
group counseling session(s) or more frequent drug screens.

A patient’s ITP shall be reviewed at least every six (6) months and a discussion shalil be held with
the patient regarding his or her continued desire to remain in the program for maintenance
treatment. Alternatives such as medically-supervised withdrawal shall be presented to the patient
at the time of the discussion and documented in the patient’s record. The patient shall sign and
date a statement indicating that she or he wishes to remain within the program in a maintenance
phase. If the patient wishes to enter medically-supervised withdrawal, the plan of care shall reflect
that choice.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.10 Special Populations.

(1)

Pregnant Women/Women of Child Bearing Age and Potential. Upon the initial screening, the
Facility shall screen all women of child bearing age and potential for pregnancy. The Facility will
ensure that pregnant women and women of child bearing age and potential shall be treated using
nationally recognized best practice guidelines and within all applicable federal and state rules and
regulations. If the Facility does not provide prenatal care to pregnant patients, the Facility shall
ensure that there is coordination of care between the Facility and the pregnant patient’s prenatal
care provider,
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(a) The Facility shall document, in the patient's medical record, that the Facility has informed
all pregnant women and women of child bearing age and potential, initially and at regular
intervals, of the risks and benefits of the utilization of voluntary, reversible, long-acting
contraception, of the risks and benefits of medication assisted treatment and
detoxification treatment with buprenorphine containing products, and of the risks
associated with the continued use of illicit opioids, including neonatal abstinence
syndrome. The information provided to pregnant women and women of child bearing age
and potential shall be based on current best practices and research.

Pain Management. The Facility shall ensure that program physicians are knowledgeable in the
management of opioid use disorder in a context of chronic pain and pain management.
Individuals being treated with opiocids for chronic or acute pain, who have become physically
dependent in the course of their medical treatment, should be treated in a medical or surgical
setting due to the possibility that this type of patient may need a higher dosage of pain medication
to achieve adequate pain control. Individuals who are addicted to opioids, demonstrating drug-
seeking behavior, or performing illegal drug-related activity, and who also need treatment for pain
may be enrolled in the Facility but the Facility shall ensure continuity of care and communication
between treatment programs or physicians regarding patients receiving treatment in both a non-
residential office-based opiate treatment facility and a licensed pain management clinic or a pain
management specialist’s office for purposes of pain management, with patient consent.

Co-occurring disorders. The Facility shall ensure that patients with mental health needs are
identified through the initial screening and comprehensive assessment processes and are
referred to appropriate treatment.

(a) The Facility shall monitor patients during treatment to identify the emergence of
symptoms of mental iliness.

(b) The Facility shall establish linkages with mental health providers in the community.

Polysubstance Abuse. The Facility shall address abuse of alcoho! and other non-opioid
substances within the context of the medication-assisted therapy effort. Ongoing polysubstance
abuse is not necessarily a reason for discharge; however, the patient may be offered a referral to
more intensive levels of care, to include but not be limited to, intensive outpatient or residential
alcohol and drug abuse treatment.

Criminal Justice. The Department encourages each Facility to work with local law enforcement,
probation officers, and courts, including recovery (drug) courts, to act as a resource for individuals
in the criminal justice system to receive the necessary treatment services including medications
and counseling.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.11 Counseling.

(1)

(2)

Counseling is essential and the Facility shall determine the best counseling option for each
individual patient based upon the patient’s history and assessments, agreeance with the patient,
and the goals of the patient’s individualized treatment plan.

The Facility shall be responsible to determine and document that counseling is being received
and the patient is progressing towards meeting the goals listed in the individualized treatment
plan. The Facility shall review and modify the individualized treatment plan if it is determined that
a patient is not following through with counseling referrals.

If the Facility utilizes their own staff to provide counseling:

(a) The Facility staff shall be sufficient in number and in training to:
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1. Allow the Facility to provide adequate:

(i Psychosocial assessment;
(i) Treatment planning; and
(i) Individualized counseling.
2. Allow for regularly scheduled counseling sessions; and
3. Allow patients access to their counselor if more frequent contact is merited by

need or is requested by the patient.

For Facilities referring patients for counseling, the Facility shall provide the patient, with the
patient’s consent, a list of available licensed treatment providers in the community and assist the
patient in receiving these services by offering to make appointments on the patient’s behalf and
by coordinating care. .

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.12 Medication Management.

(1)

Opioid Drugs. Facilities shall develop and implement written policies and procedures for the
prescription of opioid drugs. Any changes to these policies and procedures shall be done in
consultation with the Facility’s medical director. These policies and procedures shall include the
following:

(a) Prescribing.

1. The proper initial dose, medication type, and dosage form shall be based on the
clinical judgment of the program physician who has examined the patient and
who has considered all available relevant patient-specific information including,
but not limited to, drug screens, initial screenings, medication availability and
cost, and in consultation with the patient.

2. No standardized routines or schedules of increases or decreases of medication
doses may be established or used.

3. A copy of all prescriptions written for a patient at the Facility shall be documented
in the patient’'s medical chart.

CSMD Check. The Facility shall check the CSMD upon every visit of the patient with a program
physician. The patient's medical record shall include documentation of the check of the CSMD
and the date upon which it occurred.

Benzodiazepine Use. Benzodiazepines should only be prescribed to a patient after careful
evaluation while utilizing caution and good judgement. Benzodiazepines may be prescribed to a
patient on buprenorphine or a buprenorphine and naloxone combination under the following
conditions:

(@) Benzodiazepines may not be initiated with a patient with opioid use disorder or the
disease of addiction who has never been prescribed these products or has a history of
misusing or abusing these products, except in extreme circumstances for severe anxiety
or panic disorder, and only after evaluation by a board certified psychiatrist.

(b) Patients who present with a longstanding prescription for benzodiazepines for a

legitimate medical condition from another prescriber may be prescribed buprenorphine
products by a physician with a DATA 2000 waiver. Contact should be initiated with the
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prescriber of the benzodiazepine to coordinate care and clear documentation should be
recorded in the patient's medical chart.

(c) A program physician at an OBOT may assume management of a patient’s
benzodiazepine prescribing from another physician if the patient is willing to initiate a
program of tapering.

(d) If a patient presents at an OBOT with a dual diagnosis of opioid use disorder and a clear
history of benzodiazepine use disorder, the duration and extent of the abuse should be
clearly documented in the medical record. A program physician at an OBOT may
prescribe a long acting benzodiazepine, such as clonazepam or its equivalent, under the
following conditions:

1. A patient may continue on benzodiazepine therapy as medicelly indicated as
long as there is an ongoing effort to taper the patient to the lowest effective dose
in order to prevent benzodiazepine withdrawal syndrome and clear
documentation of this effort is made in the patient’'s medical record.

(1) Prescribing more than two (2) milligrams of clonazepam or its equivalent
twice daily is considered “high dose therapy’.

(ii) Patients receiving high dose therapy should have justification for the
dosing clearly documented in the patient’s medical record.

(iii) Patients receiving high dose therapy should be tapered as rapidly as
possible to two (2) milligrams or less of clonazepam or its equivalent
twice daily, and if the taper is unsuccessful, the reason(s) shall be clearly
documented in the patient’'s medical record.

(iv) Patients receiving high dose therapy for a period of longer than six (6)
weeks shall be managed by a physician who is board certified in
addiction medicine or who is board certified or fellowship trained in
addiction psychiatry, or by a physician with a DATA 2000 waiver who has
obtained a formal consult from a physician who is board certified in
addiction medicine or who is board certified or fellowship trained in
addiction psychiatry. The formal consult shall be clearly documented in
the patient’'s medical record.

- (4) The Facility shall develop guidelines for review of prescriptions from other providers. These shall
include:
(a) Procedures to ensure that a patient’s prescriptions from outside physicians will be

reported to the medical staff and reviewed by the program physician at admission and
annually thereafter;

(b) Procedures describing the Facility’s response when information about prescriptions from
outside physicians is not reported to ensure compliance with this rule; and,

(c) Documentation of the Facility’s efforts to obtain information about prescriptions from
outside physicians in the patient’s record, if a Facility is unable to acquire information
about a patient’s prescriptions.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.13 Drug Screens.
) Random observed urine drug screening and other adequately tested toxicological procedures

shall be used for the purposes of assessing the patient’s abuse of drugs and evaluating a
patient’s progress in treatment.
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(8)

Drug screening procedures shall be individualized and shall follow the required drug screen

frequency described in 0940-05-35-.09.

More frequent collection and analysis of drug samples during episodes of relapse or medically-
supervised or other types of withdrawal may occur.

Collection and testing shall be done in 2 manner that assures that samples collected from
patients is unadulterated. Such collection and testing shall include random direct observation that
is conducted professionally, ethically, and in a manner which respects service recipients’ privacy.

A positive test is a test that results in the presence of any drug or substances that is illegal or for
which the patient cannot provide a valid prescription or any drug or substance prohibited by the

Facility. Any refusal to participate in a random drug test assigned by the Facility shall also be
considered a positive result.

The Facility shall document both the results of toxicological tests and the follow-up therapeutic
action taken in the patient record.

Absence of medications prescribed by the Facility for the service recipient shall be considered

evidence of possible medication diversion and evaluated by the program physician accordingly.

Nothing contained in this rule shall preclude any Facility from administering any additional drug
tests it determines necessary.

Authority: T.C.A. §§ 4-3-1601, 4-1-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.14 Detoxification and Medically Supervised Withdrawal.

(1

Medically supervised withdrawal occurs as a voluntary and therapeutic withdrawal agreed upon
by staff and patient. In some cases, the withdrawal may be initiated against the advice of clinical
staff (against medical advice).

(a) The Facility shall work with the patient to taper the patient’s dose at a rate that is well
tolerated by the patient.

(b) The Facility may offer supportive treatment including increased counseling sessions or
referrals to a self-help group or other counseling provider as appropriate during a
medically-supervised withdrawal.

(c) The Facility shall make provisions for continuing care (i.e. referral to other community
resources for counseling, etc.) for each patient completing care at the Facility and for re-
entry to the Facility if relapse occurs or if the patient should reconsider treatment at the
Facility.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.15 Diversion Control Plan.

(1)

Each Facility shall prepare a Diversion Control Plan that contains specific measures to reduce the
possibility of diversion of controlled substances from legitimate medical treatment use and that
assigns specific responsibility to the medical and administrative staff of the Facility for carrying
out the diversion control functions described in the Diversion Control Plan. These measures may
include patient call backs. The Diversion Control Plan shall address, at a minimum, the following
scenarios that may indicate diversion:

(@) The patient has been reported to be diverting medication.
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(b) The patient’s recent drug screen results show an absence of the treatment medication.

(c) The patient’s urine drug screen is identified as not belonging to the patient or is otherwise
adulterated.

(d) Results from the patient's CSMD check demonstrate significant variation from the
patient’s treatment plan.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.16 Reporting Requirements.

(1)

Upon request or inspection, the Facility shall submit the following information to the Department:

(a) All reports, forms, and correspondence submitted to or received from the health-related
boards of the Tennessee Department of Health, FDA, DEA, SAMHSA or any other
applicable federal agencies, or accreditation organizations shall be provided to the Office
of Licensure within five (5) business days of sending or receiving such documents.

(b) Such reports and information which may be requifed by the Department to conduct
- evaluations of medication assisted treatment effectiveness or monitor service delivery.

The Facility shall report any significant occurrence, as defined in the TDMHSAS Office of
Licensure Reportable Incident Form Instructions, to the Office of Licensure. This shall include any
unexpected occurrence or accident that results in death or serious injury to a patient or any action
taken against the Facility by the DEA, accrediting body, or other state (not to exclude any state
related boards and/or commissions), local, or federal agency. Additional reporting requirements
may be found in Chapter 0940-05-02-.20.

The Facility shall be required to respond in writing following the citation of the Office of Licensure
or other State entity. The Facility will be given an appropriate amount of time to respond and their
response should encapsulate at least the following:

(a) The actions implemented to prevent the recurrence of the event;

(b) The time frames for the action(s) to be implemented;

(c) The person(s) designated to implement and monitor the action(s); and
(d) The strategies for the measurements of effectiveness to be established.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.17 Patient-Rights.

(1)

(2)

Patients shall have a right to present complaints, either orally or in writing, and to have their
complaints addressed and resolved as appropriate in a timely manner. «

All applications, certificates, records, reports, and all legal documents, petitions and records
made or information received pursuant to treatment in a Facility directly or indirectly identifying a
patient shall be kept confidential in accordance with T.C.A. § 33-3-103; Health Insurance
Portability and Accountability Act of 1996 (HIPAA) regulations at 45 Code of Regulations (CFR)
Parts 160 and 164, Subparts A and E; and Confidentiality of Alcohol and Drug Abuse Patient
Records regulations at 42 CFR Part 2.

Patients have the right to a humane treatment environment that affords reasonable protection
from harm, exploitation, and coercion.
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Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.18 Community Relations.

(1)

(4)

The Facility shall have po!icAies and procedures for community relations to include the following:

(a) The Facility shall identify Facility personnel who will function as community relations
coordinators and define the goals and procedures for the community relations plan.

A Facility shall be responsible for ensuring that its patients, while on the Facility's premises, do
not cause unnecessary disruption to the community or act in a manner that would constitute
disorderly conduct or harassment by loitering.

Each Facility shall provide TDMHSAS, when requested, with a specific plan describing the efforts
it will make to avoid disruption of the community by its patients and the actions it will take to
assure responsiveness to community needs.

Each Facility shall document community relations efforts and community contacts, including the
resolution of issues identified by community members or patients.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.

0940-05-35-.19 Personnel and Staffing Requirements.

(M

A personnel record for each staff member of a Facility shall include an application for employment
and/or resume and a record of any disciplinary action taken. A licensee shall maintain written
records for each employee.

Staffing.

(a) Facility Director. The governing body of each Facility shall designate in writing a facility
director who is responsible for the operation of the Facility and overall compliance with
federal, state and local laws and regulations regarding the operation of non-residential
office-based opiate treatment programs, and for all employees at the Facility. However,
non-physician facility directors shall not supervise medical staff. Facilities shall notify the
TDMHSAS Office of Licensure in writing within ten (10) calendar days whenever there is
a change in facility director.

(b) Medical Director. The governing body of each Facility shall designate in writing a medical
director to be responsible for the supervision of all medical staff at the Facility and the
administration of all medical services at the Facility, including compliance with all federal,
state, and local laws and regulations regarding the medical treatment of opioid use
disorder. The medical director shall be physically present at the Facility the equivalent of
twenty-five (25) percent of the time the Facility-is open to the public each week. On a
monthly basis, the medical director shall review ten (10) percent of the medical charts for
patients currently admitted at the Facility and document each chart review. No physician
may serve as medical director of more than three (3) Facilities without the prior written
approval of the TDMHSAS Office of Licensure.

(c) Program Physician. Facilities are required to provide sufficient physician services to
provide the medical treatment and oversight necessary to serve patient need. A Program
Physician may be the same individual as the Medical Director, should the Facility so
choose and all qualification requirements for a medical director are still met.

(d) Physician Assistants and Advanced Practice Nurses. Licensed physician assistants and
advanced practice nurses with a certificate of fitness with privileges to write and sign
prescriptions and/or issue legend drugs may perform any functions under Federal and
Tennessee law or regulations. ‘
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(€)

Case management/care coordination. Each Facility shall provide case
management/care coordination services by a qualified provider.

(3) Staff Qualifications.

(@)

Staff Training. Prior to working with patients, all staff providing treatment or services shall
be oriented in accordance with all applicable administrative rules, reporting requirements,
and their individual position responsibilities. All staff shall receive ongoing training and
development activities. Record of all staff training activities shall be noted in their
personnel record.

Medical Director. A medical director shall be licensed to practice medicine or osteopathy
in Tennessee, shall maintain an unrestricted license to practice medicine or osteopathy,
hold an active DATA 2000 waiver from the DEA, be designated by the OBOT’s governing
body, and shall have the following experience and/or credentials:

1. Certification in addiction psychiatry by the American Board of Psychiatry and
Neurojogy or exam eligible in addiction psychiatry and two (2) years of
documented experience in the treatment of persons who are addicted to alcohol
or other drugs; or

2. Certification as an addiction medicine specialist by the American Board of
Addiction Medicine (ABAM) or exam eligible for certification as an addiction
medicine specialist and two (2) years of documented experience in the treatment
of persons who are addicted to alcohol or other drugs.

Program Physician. A program physician shall be licensed to practice medicine or
osteopathy in Tennessee, shall maintain an unrestricted license to practice medicine or
osteopathy, and hold an active DATA 2000 waiver from the DEA.

‘Facility Directors. All Facility directors shall have at least one (1) year of supervisory or

administrative experience in the field of opioid use disorder treatment.

Qualified Provider. A qualified provider shall be duly licensed, certified or registered as
required by the State of Tennessee for the profession and shall only perform those duties
that are within the scope of their applicable professional practice acts and Tennessee
license.

(4) Employee Drug Screening. Facilities shall implement pre-employment and ongoing random drug
screening of all Facility employees.

Authority: T.C.A. §§ 4-3-1601, 4-4-103, 33-1-302, 33-1-305, 33-1-309, 33-2-301, 33-2-302, 33-2-402, 33-2-403,
33-2-404, 33-2-407, and Chapter 912 of the Public Acts of 2016.
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Introduction
HHS has recently released their proposed rule on Medication Assisted Treatment for Opioid Use
Disorders.

This regulation will determine whether there is a possibility that long term buprenorphine treatment
will be available in the opioid epidemic in Tennessee.

In the authors’ opinion, opioid addiction is a metabolic disease in which long term buprenorphine
treatment is essential for successful treatment of many patients with advanced, relapsing disease.

Using simple, but realistic assumptions, the impact of this rule on costs of healthcare and incarceration
will be modeled in the State of Tennessee.

This analysis adds net present values for financial contribution expected from successful long term
buprenorphine treatment.

The quantitative analysis will focus on the long run cost burden on Tennessee produced by non-

treatment of opioid addiction resulting federal limitations of number of patients granted federal
permission for treatment.

While our presentation of the facts and our quantitative modeling will be entirely objective, thisisa
document of advocacy. If the future is a straight line extension of the past, this regulation, in our

opinion, will be viewed in the future as a historic inflection point, where the critical opportunity to make
treatment of patients with opioid addiction was lost.

Statement of the Issue:

Should diplomates of The American Board of Addiction Medicine be considered specialists in the
proposed regulation?

What should be the optimal number of prescriptions for buprenorphine per month permitted by federal
regulation to be written by specialists?

Statement of Relevant Facts Concerning Our Addiction Medicine Group
and Our Patients

Introduction to Authors
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| am diabetogist who has spent his life practicing with disadvantaged populations. My expertise is
treatment of metabolic disease. This methods section from one of our publications summarizes our
work in intensive insulin therapy over four years in West Tennessee.'

i The clinical setting was a safety-net rural community health center for the uninsured and underserved
population in Hardin County, Tennessee. The patients were sick adults with significant, often disabling
disease, typically on treatments that were ineffective or produced significant, often disabling disease,
typically on treatments that were ineffective or produced significant clinical toxicities. This study
occurred during a period of retrenchment in the state health insurance program. In this retrospective
observational study, information on body weight and AIC measurements was collected over a period of
four years and analyzed suing proprietary and customized therapy and who sustained the treatment for
up to 4 hears were included in the study. Insulin glargine was used as the primary basal insulin, and
insulin aspart was used as the primary bolus insulin The correlations between net weight and change
and net A1C required to achieve normoglycemia and near-normoglycemia were analyzed. Glycemic
variability and psychosocial variables were outside the scope of the study. "

I understand all the complexities of keeping a cohort of chronically ill patients with disabling metabolic
disease from a disadvantaged background and adverse circumstances in successful long term chronic
care, The chronic care of metabolic disease works.

| am currently the Associate Statewide Medical Director for Centurion of Tennessee, vendor partner of

Tennessee Department of Correction. In my current responsibility, | collaborate in the supervision and
medical management for 18,000 inmates.

I specialize in managing complicated patients and complicated organizational dilemmas which require
hands on guidance. During the past three years, | have studied criminal epidemiology. | am actively
involved in utilization management. With reflection upon my day's work, hypothesis emerge from

recurrent deep patterns which seem to lie behind the details of patient care and utilization
management.

The reasonableness of my assumptions in the scenario analysis comes my daily work at Centurion on
Tennessee.

| am also medical director of the BHG Opioid Treatment Program in Jackson Tennessee.

Dr. Duane is a molecular physicist who has collaborated in numerous medical studies, including
addiction medicine and psychiatry. Dr. Duane has worked extensively in mathematical modeling and is

primarily responsible for the tables and charts presented in this document. Dr. Duane is an Associate of
Yale University.

The opinions voiced in this document are ours alone

Introduction to metabolic diseases.

Diabetes Mellitus is a common, chronic, relapsing metabolic illness which is the leading cause of
blindness, amputations, and renal failure in the United States.
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Opioid Addiction is a chronic relapsing metabolic disease whose complications include premature death,
incarceration, and “losing everything.”

Like Diabetes, opioid addiction has its major clinical subtypes. Type 1 and type 2 are the classical clinical
subtypes of diabetes which are the beginning points of clinical decision making. Similarly, opioid
addiction produced by prescription pain killers is different from opioid addiction from heroin.

Heroin is aggressive, often used earlier in life, often with a rapid progressive to expensive, in hospital
complications, with a residual of disability

Introduction to our patients and their world.

Since 2011, | have had patients in rural West Tennessee on buprenorphine. My current patients in
West Tennessee on buprenorphine maintenance treatment have maintained remission from disease for
up to five years, with many in remission for three or more years, and most in remission for over one
year. The reasonableness of my assumptions in the scenario analysis is results from 5 years of in depth
clinical experience with buprenorphine maintenance treatment with this patient cohort

Opioid addiction is common in Tennessee. Generations of the same family are often addicted to
opioids. The patients will tell you that they lost everything prior to buprenorphine maintenance
treatment. Their duration of iliness is one to two decades. Many of them have had rehabilitation, from
which they relapsed. Many of them have been on methadone maintenance. All of them have

experienced a chronic relapsing illness. They have all failed in maintaining abstinence in abstinence
based treatment alone.

My patients cross the socioeconomic spectrum. Most are hardworking blue collar. The majority of my

patients have slightly more education and slightly more income than their peers in rural West
Tennessee.

Reviewing the public records available from the Tennessee Bureau of Investigation, 67% of my patients
have been arrested. Some have been arrested multiple times. 10% of my patients have been
incarcerated in Tennessee prisons, some multiple times. Since beginning buprenorphine maintenance
treatment, only one of my patients has been incarcerated.

All of my patients in West Tennessee will tell you that buprenorphine maintenance treatment has given
them their life back. All of them feel privileged to have this treatment.

Fast forward to 2014, when | am working in Jackson, TN and Nashville TN. Heroin is now with us, with
all of its malignant implications, both in term of illness and crime.

The nature of the epidemic is worsening. Furthermore, we now see the young, “emerging adults” on
heroin. Their parents are upset beyond words. Instead of pursuing college or vocational success, they
are pursuing heroin. The epidemic has changed and become more malignant.

Statement of Relevant Facts and Opinions

Understanding the Effectiveness of Buprenorphine Maintenance Treatment
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In his classic paper, Vincent Dole, an endocrinologist at the Rockefeller Institute, pointed out that opioid
addiction is a metabolic disease.

His research partner and wife, Marie Nyswanger, was the most important addiction psychiatrist of her

time. In her classic work, The Drug Addict as Patient, Dr. Nyswanger present her extraordinary clinical
insights which apply today.

Dr. Nyswanger worked at the United States Public Health Service Correctional Complex in Lexington,
Kentucky. This federal prison hospital was well funded, and a major center for research and clinical care
for inmates with opioid addictions. Dr. Nyswanger clearly and courageously states in her book that
there was an over 90% failure rate from the abstinence based treatment used in Lexington. This honest
assessment led to her partnership with Dr. Vincent Dole.

Dole and Nyswanger together innovated Methadone Maintenance Treatment. Their research proved
the extraordinary clinical effectiveness of medical treatment of opioid addiction with methadone
maintenance treatment long term. Unfortunately, their insights have been often lost.

Dr. Marie Nyswanger in her book states that abstinence based treatment consistently fails. A review of
the medical literature at the Vanderbilt University Eskind Biomedical Library did not reveal a single long
term study showing the abstinence based treatment being effective long term.

Contrary to popular opinion, Methadone maintenance treatment is not a religion, and patients with
opioid addiction are not mortal sinners.

Summary: Buprenorphine Maintenance Treatment is an extraordinarily effective drug in producing
remission in metabolic disease of opioid dependence. The effectiveness of long term buprenorphine
treatment is vastly underestimated in today’s current dialogue.

Factors Underlying Supply and Demand for Buprenorphine in Tennessee's Marketplace
Supply of buprenorphine maintenance treatment is driven by the following factors

1. The number of prescriptions allowed to each waived physician by federal regulation.

2. The number of physicians who choose to obtain a buprenorphine waiver.

3. Of those physicians who choose to obtain the waiver, the number of waivered physicians who
choose to prescribe buprenorphine will be significantly less than those with a waiver

4. Of those physicians with waivers who choose to prescribe buprenorphine, the majority of

generalists choose to provide buprenorphine on a very short term basis for the purpose of
detoxification.”
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Individuals Enrolled in Substance Use Treatment in Tennessee Receiving
Buprenorphine: Single-Day Counts (2009-2013)"8
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This graph from SAMSHA suggests that 488 patients daily in Tennessee were receiving long term
buprenorphine maintenance treatment in the period of 2009-2013. This graph from SAMSHA is
obviously very old. However, its implications are collaborated by my patients who tell me their
generalist physicians stopped their buprenorphine treatment in a few months

Buprenorphine maintenance treatment does not appear to be widely available in Tennessee.

This data also suggest that generalist physicians believe though the long term use of buprenorphine is a
specialist responsibility. In Tennessee, the generalist physician, in general, limits his use of
buprenorphine treatment to short term detoxification.

Short term detoxification is not effective treatment for a lifelong, metabolic illness whose relapses
include death, incarceration, and losing it all.

Recommendations:

The most promising approach to rapidly increasing the number of patients in long term successful
buprenorphine treatment is to allow ABAM certified physicians to prescribe up to 500 patients.

Opioid Addiction as a Driver of Crime, Incarceration, and Federally Mandated Health Care
Costs in Tennessee

The Tennessee Department Bureau of Investigation states that 80% of the crime in Tennessee has a drug
related nexus.” The Tennessee Department of Corrections states that 6059 inmates are currently
~ Incarcerated for drug offenses for an average sentence of 10 years.”

The average annual cost of incarceration in Tennessee is $23,144.65 in 2011, The average cost of a day
of jail is $30 in 2011 The average cost of a month of jail is $1000 in 2011

Once incarcerated, the inmate has eight amendment rights to comprehensive medical care. The
population of inmates with opioid addiction are a disadvantaged group of patients, with many of them
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have multiple comorbidities. With IV drug use in their problem list, many are impaired hosts who carry
expensive, chronic illnesses with very expensive complications.

Summary: Opioid Addiction is a driver of both crime and incarceration in Tennessee. Uncontrolled
opioid addiction is a driver of rapidly escalating costs of jail, incarceration, and correctional
healthcare. IV Drug Use with Heroin is a much more malignant disease than prescription pain killer
dependence.

Scale of Operation

In buprenorphine, the scale of operation is regulated at 30 and 100. The initial hope is that, at these
numbers, a widespread adoption of medical treatment of opioid addiction would occur in primary care.
This does not appear to have happened in West Tennessee.

At the total of 100 patients in a physician’s panel, this is a very part time activity for a capable physician.

In contrast, in my previous internal medicine practice in rural Tennesseg, | had four thousand patients in
my electronic medical record. | routinely saw 800 or more patients per month in the office. '

In contrast, in correctional healthcare, one physician to 1200 to 2400 inmates is common

Summary: Scale of Operation is highly elastic in medical care. Taking care of patients with opioid
addiction as a specialist is no more difficult than taking care of patients with a metabolic disease in
any other specialty.

Impact of Scale upon Innovation

The impact of treatment effectiveness of long term buprenorphine maintenance treatment is limited in
magnitude by the limit of 100. The best physicians are unable to take of a large number of patients.

The impact that cumulative costs of non- treatment of opioid addiction will have is maximized by the
treatment limit upon specialists.

Innovation by specialist physicians is facilitated by scale.

Larger physician groups devoted to addiction will be prominent and easily identified. Aberrant behavior
or diversion can be recognized and managed by the DEA or the Tennessee Board of Medical Examiners.

Summary: Larger Scale of operation will permit specialists to innovate care. Larger scale of operation

will allow specialist physicians the ability to reduce the long run negative cumulative cost on non-
treatment.

Avoiding another Chronic Pain Debacle through Enlighten State Regulation, Faith in Board
of Medical Examiners, and DEA
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The catastrophic consequences of the era of Chronic pain do not have be elaborated for this audience.

The fear | have heard articulated from prominent addiction psychiatrists that right to Buprenorphine as
a treatment may be lost by the irresponsible use of buprenorphine is an absolutely valid concern which
must be listened to, respected, and heeded. The courage of this generation of addiction psychiatrists
and their extraordinary leadership must be universally admired.

We all agree that Buprenorphine cannot become the next hydrocodone.

However, as the following scenarios present, continuing to limit treatment carries its own very
significant risks.

Building larger scale addiction medicine groups is not the same as “pill mills for opioids.” Bigger is not
by definition bad.

The Tennessee Board of Medical Examiners can and will discipline the illicit or inappropriate prescription
of buprenorphine for addiction. The DEA in Tennessee has the capacity to discipline practitioners who,
in their judgment, require discipline.

The Tennessee Department of Mental Health and Substance Abuse has recently been granted the
responsibility for licensure of buprenorphine groups and facilities.

Allowing the market to innovate will produce very visible organizations which will be under the watchful
eye of The Tennessee Board of Medical Examiners, DEA in Tennesseg, the Tennessee Department of
Mental Health and Substance Abuse, the Tennessee Bureau of Investigation, and local law enforcement.

Please trust the State of Tennessee. Please trust us to innovate in treatment of opioid addiction with
long term buprenorphine maintenance treatment while we simultaneously protect public safety.

The importance of the American Board of Addition Medicine

We can certainly understand your choice of limiting expansion of patients to diplomates of the American
Board of Preventive Medicine. That is the conservative choice. At first initial glace, that is the optimal
choice. After all, American Board of Preventive Medicine is a traditional board. The decisions of the
American Board of Preventive Medicine will be conservative. The American Board of Preventive
Medicine will move slowly and gradually. The American Board of Preventive Medicine will not ask any
questions about metabolic disease, criminal epidemiology, and health care economics.

Addiction medicine is an emerging discipline. There are very few volunteers.

By definition, everyone certified by American Board of Addiction Medicine (ABAM) began their career in
ancther discipline. Those physicians who completed the requirements of the American Board of
Addiction Medicine were the volunteers who choose to meet objectively measured standards in
Addiction Medicine. The standardized examination given by the American Board of Addiction Medicine

was comparable to the standardized examination given by the American Board of Internal Medicine.
These physicians choose to meet standards.
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The physicians certified by the American Board of Addiction Medicine often are mid- career physicians
or physicians at the peak of their careers. Each of these physicians brings a wide range of professional
experiences not taught in residencies or fellowships. This is a very capable group of physicians

The physicians certified by The American Board of Addiction Medicine are the vast majority of today'’s
workforce. Like all immigrants, these physicians carry a capacity and willingness to serve in the current
opioid epidemic.

Summary: ABAM certified physicians are the overwhelming largest pool of committed trained
physicians in addiction medicine. Eliminating ABAM physicians from the higher patient limit will
result in virtually no increase in patients receiving long term buprenorphine treatment in Tennessee in
the next decade. Rome will burn while the Academy is slowly constructed in Athens. Eliminating
ABAM is absolutely the wrong policy choice

I recommend in the strongest terms possible that the opportunity to qualify for a higher patient limit
be broadened to include those addiction specialists with ABAM certification by striking the term
“subspecialty” from §8.610(b)(1).

The Quantitative Analysis

Acknowledgement of Josann Duane, Ph.D. and Acknowledgment of Limits of Analysis

Josann Duane, Ph.D., retired from Faculty of Engineering at The Ohio State University, designed the
quantitative modeling. Dr. Duane has her Ph.D. in physics.

Our scenario analysis is financial modeling of the future, Financial forecasting is most accurate if it is
based upon assumptions which are currently valid, and upon financial relationships which currently

exist, but are unrecognized. We believe that our assumptions are currently valid. We believe that the
projections are valid.

We have not developed a fundamental econometric that we are using for this initial study. We have not
done extensive data analysis. We acknowledge the clear limits of our work. We will use feedback from
peer review of this model to extend the fundamental model

It is axiomatic in business school teaching that long run decisions that make long run, relatively
irreversible commitments are usually make in the fog of high strategic uncertainty.

Scenario Number 1: Financial Contribution of 100 patients on Successful Buprenorphine
Maintenance Treatment in West Tennessee
Assumptions of the Scenario

This scenario is a picture of my practice in rural West Tennessee. | have taken income figures provided
by my patients. An annual income of $25,000 is a conservative, reasonable number. Some make less,

many make more. Virtually all of them will tell you that income and net worth improved dramatically
over a period of years on buprenorphine maintenance treatment
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Angalysis:

Annual Income

$25,000

$25,000

$25,000

$25,000

$25,000

$25,000

$25,000

$25,000

tDOO\IO'\&ﬂ-bUJN!—‘#
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$25,000

[y
o

$25,000

The net cash flow is $25,000,000. The Net Present Value {(NPV), with a discount rate of 5%, is
$19,304,000

Implications: Malntaining 100 patients in chronic care with buprenorphine maintenance treatment has
a positive impact. The patients will tell you the same. Families are restored, homes are purchased,
promotions are cbtained. Buprenorphine maintenance treatment is the most effective metabolic
treatment that | have ever prescribed.

Scenario Number 2: Financial Contribution of 1000 patients in Tennessee on long term
buprenorphine treatment over 10 vears if Federal Permission is Granted to Treat

Assumptions: This is a future scenario. If one thousand patients in Tennessee had long term
buprenorphine treatment from my group, this the NPV of their income

Analysis:

Year | Annual Income | Number of patients
1 $25,000 1000
2 $25,000 1000
3 $25,000 1000
4 $25,000 1000
5 $25,000 1000
6 $25,000 1000
7 $25,000 1000
8 $25,000 1000
9 $25,000 1000
10 | $25,000 1000

The Net Cash Flows are $250,000,000. With a discount rate of 5%, the Net Present Value is
$193,043,372

Implications:
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This scenario is an estimate of what our patients would contribute if my group was permitted 1000
patients per year in chronic care with buprenorphine maintenance treatment. ”

Scenaric Number 3: Cost for 10 years for Non Treatment of 100 patients with IV Heroin
Use in Tennessee associated with Current Federal Restrictions on Treatment

Assumptions: The assumptions underlying this analysis are very conservative, The reasonableness of
these assumptions comes from my experience. For 100 patients of IV heroin users, which is becoming
the norm, 1 have postulated the following

1. One hospital admission annually for endocarditis complicated by a mitral value replacement at
cost of $1,000,0000

2. Five patients incarcerated for 10 years. In my patient sample in West Tennessee, 10% of my
patients had been incarcerated, some more than once.

3. 60 patients in jail for a total of 10 days per year. In my patient sample in West Tennessee, 65%
has been in jall, with a significant number having 10-20 admissions to jail.

While these assumptions are static, they are very conservative. In fact, these assumptions probably
underestimate a serious and worsening situation in Tennessee.

Analysis:
Cost for Nontrestment of 100 Patients: Scenaric Number 3
Incarceration |600daysin [Lost wages @ Number of
Year Endocarditis [for 5 patients |jail peryear |$7.25 per hr [Total Cost [Patients
1}  $1,000,000 $115,720 $21,000 $14,500 | $1,151,220 100
2f  $2,000,000 $231,440 $42,000 $29,000 | $2,302,440 100
3| $3,000,000 $347,160 $63,000 $43,500 | $3,453,660 100
4l  $4,000,000 $462,880 $84,000 $58,000 | $4,604,880 100
5|  $5,000,000 $578,600 $105,000 $72,500 | $5,7586,100 100
6] $6,000,000 $694,320 $126,000 $87,000 | $6,907,320 100
7 $7,000,000 $810,040 $147,000 $101,500 | $8,058,540 i00
8| $8,000,000 $925,760 $168,000 $116,000 | $9,209,760 100
9] $5,000,000| $1,041480 $189,000 $130,500 {$10,360,980 100
10| $10,000,000 | 51,157,200 $210,000 $145,000 511,512,200 100

87




Conway Attachment 1
13

Cost of Nontreatment for 100 Patients:
Scenario Number 3

$14,000,000 ==w== Endocarditis
$12,000,000
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- $8,000,000 600 days in jail
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8 per year
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Scenario Number 4: Cost for 10 Years for Non Treatment of a Mixture of Patients with

Opioid Addiction under Current Federal Restrictions on Buprenorphine Treatment
Assumptions: In this analysis of non-treatment, the cost of medical care for 100 patients with opioid
dependence has been reduced from $1,000,000 per 100 patients to $500,000 per 100 patients,

Cost for Nontreatment of 100 Patients: SCENARIO Number 4
Incarceration |600 daysin |Lost wages @ Number of
Year Endocarditis |for 5 patients |jail per year |$30.00 per hr [Total Cost |Patients
1 $500,000 $115,720 $21,000 $60,000 $696,720 100
2| $1,000,000 $231,440 $42,000 $120,000 | $1,273,340 100
3] $1,500,000 $347,160 $63,000 $180,000 | $1,910,160 100
4] $2,000,000 $462,880 $84,000 $240,000 | $2,546,880 100
5| $2,500,000 $578,600 $105,000 $300,000 | $3,183,600 100
6] $3,000,000 $694,320 $126,000 $360,000 | $3,820,320 100
7|  $3,500,000 $810,040 $147,000 $420,000 | $4,457,040 100
8] $4,000,000 $925,760 $168,000 $480,000 | $5,093,760 100
8] $4,500,000 ] 1,041,480 $189,000 $540,000 | $5,730,480 100
10 $5,000,000 $1,157,200 $210,000 $600,000 | $6,367,200 100
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Cost of Nontreatment for 100 Patients: SCENARIO Number 4
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Scenario Number 5: The Growth Scenario for Cumulative Cost of One Decade of Non
Treatment of 10,000 IV Heroin Users under Current Federal Restrictions on

Bugrenorp'hing Treatment: The Non Treatment, The Delay of Treatment, Severe
Restriction of Treatment Scenario

Assumptions:

This is the most probable scenario. For 1000 patients using IV heroin, the following cost numbers have
been used.
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1. One hospital admission annually for endocarditis complicated by a mitral value replacement at
cost of $1,000,0000 for each 100 patients. Instead of the particular of endocarditis complicated
by mitral valve replacement, this is a generic $1,000,000 of medical care for each 100 IV users of
Heroin.

Tennessee, 10% of my patients had been incarcerated, some more than once.

has been in jail, with a significant number having 10-20 admissions to jail.

Five patients incarcerated for 10 years for each 100 patients in my patient sample in West

60 patients in jail for a total of 10 days per year. In my patient sample in West Tennessee, 65%

The analysis begins with an initial sample of 1000 patient. Each year, an additional 1000 patients is
added, for a final cohort of 10,000 patients at the end of year ten.

Analysis:
Comulative Cost for Nontreatment of 1000 New Patients per Year for 10 Years:
Scenario Number 5
Incarceration 600 days in Number of
Year Endocarditis for 5 patients jail per year Total Cost Patients
1] $1,000000| S$1,157,200 $210,000 | $2,367,200 1,000
2] 530,000,000 $3,471,600 $630,000 | $34,101,600 2,000
3| $60,000,000 $6,943,200 $1,260,000 | $68,203,200 3,000
4| $100,000,000 | $11,572,000 | $2,100,000 |$113,672,000 4,000
5] $150,000,000 | $17,358,000 | $3,150,000 {$170,508,000 5,000
6| $210,000,000 | $24,301,200 | 54,410,000 1$238,711,200 6,000
7| $280,000,000 | $32,401,600 | $5,880,000 [$318,281,600 7,000
8| $360,000,000 | $41,659,200 | $7,560,000 |$409,219,200 8,000
9| $450,000,000 | $52,074,000 $9,450,000 {$511,524,000 9,000
10| $550,000,000 | $63,646,000 | $11,550,000 |$625,196,000 10,000
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Cost

Cumulative Cost for Nontreatment of 1000 New
Patients per Year for 10 Years: Scenario Number 5
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Implications:

L

w

This cohort represents the impact of limiting treatment to buprenorphine maintenance
treatment in opioid epidemic increasingly driven by heroin.

This cohort grows to 10,000 patients over a decade, in increments of 1000 new patients per
year. The total cumulative cost of non- treatment for this cohort is $625,196,000.

The curve of the total costs of non-treatment is non- linear.

The second derivative of this curve is increasing, suggesting that the rate of growth of total costs
is increasing.

Delay of Treatment or Non Treatment shifts patients from the lowest Cost Treatment Location
{the office) to the highest cost treatment location (hospital).

Summary

e

Buprenorphine Maintenance Treatment is an extremely effective treatment in long term
remission of opioid addiction when administered by skilled physicians.

A Specialist physician can produce long term remission in several hundred patients long term
Public safety will be enhanced, and diversion can be controlled with innovation by specialist
physicians :

Long term remission of opioid addiction with buprenorphine maintenance treatment will
produce positive economic benefits to patients, their families, and their communities,
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5. Failure to treat opioid addiction will be a catastrophic cost driver of both costs of public sector
healthcare and costs of incarceration

6. Eliminating ABAM certification will eliminate the vast majority of today's committed, capable
physicians who are dedicated to addiction medicine. If there is no one to come to work, the
work will not get done. Eliminating ABAM will, in high probability, produce scenario number 5
in Tennessee

7. Current regulatory agencies in Tennessee can and will manage the downside risk of the federal

liberalization of number of patients that can be treated with buprenorphine by specialist
physicians.

Recommendations

1. Explicitly acknowledge diplomates of American Board of Addiction Medicine as specialists
2. Raise the limit to specialist physicians to 500 patients

' Insulin Volume 3 Number 2 April 2006 Duane and Conway

¥ SAMSHA Website
¥ Tennessee Bureau of Investigation Website

v“Termessee Department of Correction Annual Statement 2015
¥ Knoxville News Sentinel. December 16, 2011
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August 26, 2016

Kurt Hippel

Kurt.Hippel@tn.gov

Tennessee Department of Mental Health and Substance Abuse Services
Division of Administration and Legislation

5" Floor, Andrew Jackson Building

500 Deaderick Street

Nashville, TN 37243

Sent via Email August 26, 2016

Dear Mr. Hippel,
I am enclosing two documents for your review:

1. Analysis and Comments for the Rule Making Hearing for Regulation of OBOT
2. Five Different Scenarios for Tennessee's Future in Today's Opioid Epidemic: A net present Value

and Cumulative Cost of Healthcare which will be driven by Federal Regulatory Decisions
concerning Buprenorphine.

With the increasingly, widespread presence of heroin in Tennessee, the epidemic has become more
malignant. Left in its current trajectory, the opioid epidemic in Tennessee promises to produce much
future mortality and morbidity in conjunction with exploding public sector health care costs and
exploding costs of medical care in incarceration,

William Conway, MD, MBA, FACP, FASAM  731-607-3257 O Ao,
Diplomate, American Board of Internal Medicine §° %1
Diplomate, American Board of Addiction Medicine 3 rouorn wsa E
Maintenance of Certification in Addiction Medicine "-% g
Maintenance of Certification in American Board of Internal Medicine 8 &
Current Pesitions: Clinical Assistant Professor of Internal Medicine, Meharry Medical College ;"s

Executive Physician, Addiction Medicine of Tennessee freoe
Medical Director, BHG Opioid Treatment Program, Jackson, TN.
Associate Statewide Medical Director, Centurion of Tennessee, Vendor Partner of Tennessee Department of Correction (TDOC)

Professional Societies: American College of Physicians, American Academy of Addiction Psychiatry, American Society of Addiction Medicine
Publications: insulin. April 2008, p-95-108, Insulin. Oct 2008, p. 21 9—23193
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| believe that the following are relevant considerations which impact the context of rulemaking for

OBOT.
1

v

These are very small part time entities that you are regulating with very” small pockets”, no
access to capital, and no safety net.

Since the practice of addiction medicine is part time, the most capable physicians with ongoing
maintenance of certification in internal medicine have a built in exit strategy, simply exiting the
field.

The addiction medicine groups that you are regulating are the groups that State of Tennessee is
depending upon for innovation and producing the solutions to the epidemic

Imposed regulatory costs do matter, for both survival and innovation

You can protect public safety without imposing an excessive regulatory burden

The dramatic upgrading of standards with the American Board of Preventive Medicine will
confirm that some exceptionally able physicians are providing services while innovating the
solutions to the ever changing face of the epidemic. V

You have the opportunity to protect public safety while producing common sense regulation. Please do
not make these regulations SOTA -Suboxone.

| am very impressed with the quality of you and your colleague’s work product. 1believe that your rules
will have a very positive impact upon public safety. Thank you for your service.

Sincerely,
Tk
Wil :amnway. MD

94 -



Exhibit C: Dr. Smyth Attachment 1
Treatment Needs Questionnaire
Patient Name/ID:

Date:
Staff Name/ID:

Ask patient each question, circle answer for each: Yes No

=)
—

Are you employed?

Do you have 2 or more close friends or family members who do not use 0
alcohol or drugs?

—
o

Do you have a partner that uses drugs or alcohol?

Is your housing stable? 0 1

Do you have any legal issues (e.g., charges pending, probation/parole, 1 0
etc)?

Have you ever been charged (not necessarily convicted) with drug 1 0
dealing?

S

Are you currently on probation? 1

Do you have any psychiatric problems (e.g., major depression, bipolar, 1 0
severe anxiety, PTSD, schizophrenia, personality subtype of antisocial,
borderline, or sociopathy)?

Do you have a chronic pain issue that needs treatment?

Do you have access to reliable transportation?

Do you have a reliable phone number?

olo|lolv
R|=|— o

If you have ever been on medication-assisted treatment (e.g., methadone,
buprenorphine) before, were you successful?

o
o

Do you have a problem with alcohol, have you ever been told that you
have a problem with alcohol, or have you ever gotten a DWI/DUI?

Do you ever use cocaine, even occasionally?

Do you ever use benzodiazepines, even occasionally?

Are you motivated for treatment?

Are you currently going to any counseling, AA, or NA?

— OO =
O=|= OO

Do you have any significant medical problems (e.g., hepatitis, HIV,
diabetes)?

[\S)
ew]

Have you ever used a drug intravenously (IV)?

Are you a parent of a child under age 18? If so, does your child live with 0 1
you?

Did you receive a high school diploma (e.g., did you complete >12 years 0 1
of education)?

Calculate total:

Total possible points is 26.

Score: 0-10  Consider as candidate for lower-intensity/office-based treatment, with movement toward
more intensive treatment if patient destabilizes.

Score: 11-26 Consider as candidate for higher-intensity/clinic-based treatment, followed by a potential
reduction in intensity contingent upon documented treatment success.

@2015 SC Sigmon & JR Brooklyn, Licensed under CC BY-NC-ND 4.0
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Objective: Buprenorphine maintenance treatment (BMT) and meth-
adone maintenance treatment (MMT) are pharmacological treatment
programs for individuals with opioid use disorders. MMT is discussed in
a companion article. This article describes BMT and reviews available
research on its efficacy. Methods: Authors reviewed meta-analyses, sys-
tematic reviews, and individual studies of BMT from 1995 through 2012.
Databases surveyed were PubMed, PsycINFO, Applied Social Sciences
Index and Abstracts, Sociological Abstracts, Social Services Abstracts,
and Published International Literature on Traumatic Stress. They chose
from three levels of evidence (high, moderate, and low) based on
benchmarks for the number of studies and quality of their methodology.
They also described the evidence of service effectiveness. Results: Six-
teen adequately designed randomized controlled trials of BMT indicated
a high level of evidence for its positive impact on treatment retention and
illicit opioid use. Seven reviews or meta-analyses were also included.
When the medication was dosed adequately, BMT and MMT showed
similar reduction in illicit opioid use, but BMT was associated with less
risk of adverse events. Results suggested better treatment retention with
MMT. BMT was associated with improved maternal and fetal outcomes
in pregnancy, compared with no medication-assisted treatment. Rates of
neonatal abstinence syndrome were similar for mothers treated with
BMT and MMT during pregnancy, but symptoms were less severe for
infants whose mothers were treated with BMT. Conclusions: BMT is as-
sociated with improved outcomes compared with placebo for individuals
and pregnant women with opioid use disorders. BMT should be consid-
ered for inclusion as a covered benefit. (Psychiatric Services 65:158-170,
2014; doi: 10.1176/appi.ps.201300256)

Dr. Thomas and Ms. Kim are with the Heller School for Social Policy and Management,
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Maryland. Dr. Delphin-Rittmon is with the Office of Policy, Planning, and Innovation,
Substance Abuse and Mental Health Services Administration (SAMHSA), Rockville. This
article is part of a series of literature reviews that will be published in Psychiatric Services
over the next several months. The reviews were commissioned by SAMHSA through
a contract with Truven Health Analytics and were conducted by experts in each topic
area, who wrote the reviews along with authors from Truven Health Analytics, Westat,
DMA Health Strategies, and SAMHSA. Each article in the series was peer reviewed by
a special panel of Psychiatric Services reviewers.
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Allen S. Daniels, Ed.D.

Sushmita Shoma Ghose, Ph.D.
Miriam E. Delphin-Rittmon, Ph.D.

ore than two million indi-
viduals in the United States
are addicted to opioids (1).

Two common options for pharmaco-
logical maintenance treatment of
opioid dependence are the opioid
agonists methadone and buprenorphine.
Over 300,000 individuals receive meth-
adone through outpatient treatment
programs (2). Over half of these pro-
grams and thousands of physicians now
offer buprenorphine. Such pharmaco-
logical treatment is typically provided in
combination with psychosocial or other
support services.

This article reports the results of
a literature review that was under-
taken as part of the Assessing the
Evidence Base Series (see box on next
page). Methadone maintenance treat-
ment (MMT) is reviewed in a com-
panion article in this series (3). As
discussed in that review, research has
shown that MMT improves treatment
outcomes for individuals with opioid
dependence (4-7). However, MMT is
associated with serious adverse events,
such as respiratory depression and car-
diac arrhythmias (8-10). Because of
concern about these adverse events
and medication diversion, MMT is
restricted to dedicated opioid treat-
ment programs that provide daily med-
ication dosing and offer psychosocial
treatment services. In this article, we
review buprenorphine maintenance
treatment (BMT) as an alternative to
MMT for the long-term management
of opioid use disorders.

For purposes of this initiative, the
Substance Abuse and Mental Health
Services Administration describes
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medication-assisted treatment as a di-
rect service that provides a person who
has a substance use or mental disorder
with phannacotherapy in conjunction
with behavioral therapies as treatment
for associated symptoms or disabilities.
BMT is a medication-assisted treat-
ment that uses buprenorphine or
buprenorphine-naloxone to treat indi-
viduals with an opioid use disorder. A
definition of medication-assisted treat-
ment with buprenorphine for opioid
use disorders is presented in Table 1.
The objectives of this review were
to describe BMT and its primary and
secondary treatment goals, rate the
level of evidence (methodological
quality) of existing studies for this
treatment, describe the degree of
effectiveness of this service on the
basis of the research literature, and
compare the relative advantages and
disadvantages of BMT and MMT.

Description of BMT

Buprenorphine has been available as
an injectable medication at low doses
to treat pain since the 1980s. In 2000,
Congress passed the Drug Abuse Treat-
ment Act (DATA), which allowed
physicians to prescribe approved med-
ications for long-term opioid treatment
in settings other than opioid treatment
clinics, such as in office-based facili-
ties (11). In 2002, the U.S. Food and
Drug Administration (FDA) approved
high-dose sublingual formulations of
buprenorphine and buprenorphine-
naloxone for the treatment of opioid
use disorders (11,12). Naloxone induces
withdrawal symptoms if taken intra-
venously but not if taken orally. The
manufacturer developed the combi-
nation buprenorphine-naloxone med-
ication to decrease the potential for
abuse and diversion. Buprenorphine
and buprenorphine-naloxone became
the first medications to be approved
under DATA and the first medications
available through DATA for office-
based treatment of opioid dependence
in the United States. Prescribing must
be done within the guidelines of DATA,
which requires that physicians receive
specific training and certification be-
fore prescribing buprenorphine and
that the number of patients they treat
at one time be limited to 100 (orig-
inally 30 patients and amended in
2006) (13). In this review, we use bupre-
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About the AEB Series

The Assessing the Evidence Base (AEB) Series presents literature reviews
for 14 commonly used, recovery-focused mental health and substance use
services. Authors evaluated research articles and reviews specific to each
service that were published from 1995 through 2012 or 2013. Each AEB
Series article presents ratings of the strength of the evidence for the service,
descriptions of service effectiveness, and recommendations for future
implementation and research. The target audience includes state mental
health and substance use program directors and their senior staff, Medicaid
staff, other purchasers of health care services (for example, managed care
organizations and commercial insurance), leaders in community health
organizations, providers, consumers and family members, and others
interested in the empirical evidence base for these services. The research
was sponsored by the Substance Abuse and Mental Health Services
Administration to help inform decisions about which services should be
covered in public and commercially funded plans. Details about the
research methodology and bases for the conclusions are included in the
introduction to the AEB Series (14).

norphine in reference to both bupre-
norphine and buprenorphine-naloxone
sublingual tablets. Although buprenor-
phine can be used to manage withdrawal
symptoms during acute detoxification
from opioids, BMT refers to the main-
tenance use of buprenorphine to de-
crease illicit opioid use.

Because individuals remain depen-
dent on buprenorphine, BMT is not
considered an abstinence treatment.
The goals of BMT are to reduce or
eliminate illicit opioid use and, as

assessment of the research will help
inform behavioral health policy lead-
ers about the merits of BMT as distinct
from and in comparison to MMT. A
summary of its value as a covered
health benefit will also be of use to
third-party payers, providers, and peo-
ple making personal decisions about
which medication to use.

Methods
Search strategy
We conducted a literature search

a result, to decrease its associated
negative outcomes (Table 1). This

of major databases: PubMed (U.S.
National Library of Medicine and

Table 1

Description of medication-assisted treatment with buprenorphine

Feature Description

Service definition Medication-assisted treatment is a direct service that provides
a person with a substance use or mental disorder with
pharmacotherapy in conjunction with behavioral therapies as
treatment for associated symptoms or disabilities. The nature
of the services provided is determined by the person’s current
status or needs.

Buprenorphine maintenance therapy is a medication-assisted
treatment that uses buprenorphine or buprenorphine-nalox-
one to help individuals with an opioid use disorder abstain
from or decrease the use of illegal opioids (for example,
intravenous heroin) or the use of opioids in a nonprescribed
manner (for example, abuse of prescription pain medications).

Service goals Retention in treatment; decrease in illegal opioid use; decrease in
mortality; decrease in nonopioid drug use; decrease in criminal
activity; decrease in risk behaviors related to HIV and hepatitis C

Populations Adults with opioid use disorders; pregnant women with opioid

use disorders

Settings of service
delivery

Office-based facilities; opioid treatment centers
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National Institutes of Health), Psy-
cINFO (American Psychological As-
sociation), Applied Social Sciences
Index and Abstracts, Sociological
Abstracts, Social Services Abstracts,
and Published International Litera-
ture on Traumatic Stress.

We identified meta-analyses, re-
search reviews, clinical guidelines, and
individual studies about BMT that were
published from 1995 through 2012. We
found additional literature by examin-
ing the bibliographies of major reviews
and meta-analyses, major clinical texts,
and professional clinical society reviews.
We relied on systematic reviews and
meta-analyses to summarize relevant
findings from earlier years. These re-
view articles were supplemented with
individual randomized controlled trails
(RCTs) and quasi-experimental obser-
vational studies to provide additional
information from recent years.

The terms used to search the literature
were buprenorphine, buprenorphine/
naloxone, opioid maintenance therapy,
opioid treatment, addiction pharmaco-
therapy, medication-assisted maintenance
treatment, buprenoxphjne maintenance
therapy, and pregnancy. This review did
not compare BMT to naltrexone, another
medication used in opioid maintenance
treatment, because the literature review
uncovered no studies directly com-
paring the two medications.

Inclusion and exclusion criteria
The abstracts of identified articles were
examined to determine compliance with
the review inclusion and exclusion crite-
ria. The following types of articles were
included: RCTs, quasi-experimental studies,
systematic review articles, meta-analyses,
and clinical guidelines; English-language
studies conducted in the United States,
including international studies that used
U.S.-based sites and international reviews
encompassing U.S.-based studies; and
studies that focused on BMT for in-
dividuals with opioid use disorders or
the use of BMT during pregnancy.

Excluded were case studies, cross-
sectional studies, and those with single-
subject designs. Also excluded were
studies that focused on buprenorphine
use for pain management or for detoxi-
fication from opioids. Finally, reviews
and meta-analyses that examined only
studies that did not meet the inclusion
criteria were excluded.

160

Strength of the evidence

The methodology used to rate the
strength of the evidence is described in
detail in the introduction to this series
(14). The research designs of the iden-
tified studies were examined. Three
levels of evidence (high, moderate,
and low) were used to indicate the
overall research quality of the collec-
tion of studies. Ratings were based on
predefined benchmarks that consid-
ered the number of studies and
their methodological quality. If ratings
were dissimilar (occurring for 13% of
the studies rated), a consensus opinion
was reached.

In general, high ratings indicate
confidence in the reported outcomes
and are based on three or more RCTs
with adequate designs or two RCTs
plus two quasi-experimental studies
with adequate designs. Moderate ratings
indicate that there is some adequate
research to judge the service, although
it is possible that future research could
influence reported results. Moderate
ratings are based on the following
three options: two or more quasi-
experimental studies with adequate
design; one quasi-experimental study
plus one RCT with adequate design;
or at least two RCT's with some metho-
dological weaknesses or at least three
quasi-experimental studies with some
methodological weaknesses. Low ratings
indicate that research for this service
is not adequate to draw evidence-
based conclusions. Low ratings indicate
that studies have nonexperimental de-
signs, there are no RCTs, or there is
no more than one adequately designed
quasi-experimental study.

We accounted for other design
factors that could increase or decrease
the evidence rating, such as how the
service, populations, and interventions
were defined; use of statistical methods
to account for baseline differences be-
tween experimental and comparison
groups; identification of moderating
or confounding variables with appro-
priate statistical controls; examination
of attrition and follow-up; use of psy-
chometrically sound measures; and in-
dications of potential research bias.

Effectiveness of the service

We described the effectiveness of the
service—that is, how well the outcomes
of the studies met the service goals. We

Exhibit D: PATAT PAC Attachment 1
compiled the findings for separate
outcome measures and study popula-
tions, summarized the results, and
noted differences across investigations.
We considered the quality of the re-
search design in our conclusions about
the strength of the evidence and the
ffectiveness of the service.

Results and discussion

Level of evidence

The literature search revealed 16 RCTs
(15-30), a randomized cross-over study
(1), a study using a self-administered
survey (32), and a retrospective de-
scriptive study (33). Summaries of
these studies are provided in Table 2.
RCTs used either buprenorphine
alone or buprenorphine-naloxone, as
noted in the table. The search also
found seven reviews or meta-analyses
(10,34-39), and summaries of these
are provided in Table 3.

Because of the large number of
trials, the overall evidence for BMT
was rated as high. Thus the level of
research evidence is similar for BMT
and MMT (3). In addition, multiple
meta-analyses, reviews, and more than
three independent RCTs have com-
pared BMT with MMT on the primary
outcomes stated above, and these re-
sults are also based on a high level of
evidence in RCTs (19,20) or reviews
(34,36). Secondary outcomes, such as
use of other illicit drugs, criminal be-
haviors, and other measures of addic-
tion severity or psychosocial functioning
varied among studies; as a result, the
evidence for these secondary out-
comes is not as strong.

Effectiveness of BMT

Buprenorphine versus placebo. Stud-
ies since 1995 have found buprenorphine
to be a safe and effective treatment for
opioid dependence. Compared with
placebo, buprenorphine significantly
improved treatment retention at low
(2-6 mg), medium (7-15 mg), and
high (=16 mg) doses (15-17,34). In
one meta-analysis, buprenorphine
showed an improvement in treatment
retention over placebo at low doses
(relative risk [RR]=1.50, p<.05),
medium doses (RR=1.74, p<<.05), and
high doses (RR=1.74, p<<.05) (34).
Higher dose ranges (16-32 mg) have
been associated with better retention
in treatment, compared with the
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Table 2

Individual studies of buprenorphine maintenance treatment (BMT) included in the review"

Study

Design and
. - .
objectives

Population and
conditions

Outcomes
measured

Summary of findings

Johnson
et al.,
1995 (18)

Ling et al.,
1996 (19)

Ling et al.,
1998 (16)

O’Connor
et al.,
1998 (25)

Johnson
et al.,
2000 (20)

RCT to assess early
clinical effectiveness
of buprenorphine
versus placebo in an
opioid-dependent
population

RCT to evaluate safety
and efficacy of long-
term, fixed-dose BMT
versus low- and high-
dose MMT

RCT to evaluate safety
and efficacy of an 8
mg per day sublingual
dose of buprenorphine
versus a 1 mg per day
dose over a 16-week
treatment period in a
heroin-dependent
population; second-
ary analysis of 2 other
dose levels (4 mg and
16 mg)

RCT to evaluate the
effect of thrice weekly
BMT in a primary care
setting versus a tra-
ditional treatment
facility

RCT to compare levo-
methadyl acetate (75—
115 mg), buprenor-
phine (16-32 mg), and
high-dose (60-100
mg) and low-dose
(20 mg) methadone
as treatments for opi-
oid dependence

Patients randomly

assigned to placebo
(N=60) or to 2 mg
(N=60) or 8 mg (N=
30) daily of sublingual
buprenorphine. On
days 6-13, patients
could request a dose
change, knowing that
the new dose would be
randomly chosen from
the 2 other alternatives.

225 treatment-seeking

patients with opioid
dependence ran-
domly assigned to
receive 8 mg per day
of buprenorphine, 30
mg per day of metha-
done (low dose), or 80
mg of MMT (high
dose), all over a 1-
year period

736 total patients in

4 dose groups: 1 mg,
N=185; 4 mg, N=182;
8 mg, N=188; and
16 mg, N=181. Total
of 375 completed
the full 16 treatment
weeks.

46 patients assigned to

primary care treat-
ment (N=23) or tra-
ditional treatment
setting (N=23) for
12 weeks

220 patients, with 55

in each group; 51%
completed the 17-
week trial.

Primary: percentage of

patients in each
group requesting

a dose change. Sec-
ondary: positive urine
opioid screens and
patient satisfaction
with treatment

Primary: urine toxicology,

retention, craving,
and withdrawal
symptoms; safety
data

Primary: retention in

treatment, illicit opioid
use as indicated by
urine drug screens,
opioid craving, and
global ratings

Primary: treatment

retention and urine

drug tests

Primary: treatment reten-

tion, opioid use (per-
centage of positive
urine screens), de-
gree of continuous
abstinence from opi-
oid use (at least 12
consecutive opioid-
free urine screens),
and patients’ reports
of use. Secondary: per-
centage of cocaine-
positive urine screens,
abstinence from co-
caine use, breath al-
cohol readings, side
effects, and sex-related
differences
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Significant main eftect of buprenorphine

versus placebo. Patients taking
buprenorphine requested fewer
dose changes (27% for 2 mg and
32% for 8 mg versus 65% for placebo,
p<<.01). They also had fewer positive
urine drug screens (p<<.05) and rated
dose adequacy higher (p<<.01). Effects
were significant for buprenorphine
versus placebo but not for various
doses.

At 26 and 52 weeks, the high-dose

MMT group had better retention
(31% versus 20% at 52 weeks,
p=.009) and less opioid use (p=.002)
than the low-dose MMT or fixed-dose
BMT groups. Results were compara-
ble in the latter two groups. No serious
adverse-health effects were noted for
8 mg of buprenorphine.

For retention, 40% in 1-mg group

completed treatment, 51% in 4-mg
group, 52% in 8-mg group, and 61%
in 16-mg group. The 1-mg group
had poorer retention than the 8-mg
(p=.019) or 16-mg (p<<.001) groups.
The 8-mg group had significantly
fewer positive screens than the 1-mg
group, less craving, and higher global
ratings (p<<.05).

A trend toward higher retention at 12

weeks was noted in the primary care
setting (78% versus 52%, p=.06).
Patients in that setting had significantly
lower rates of illicit opioid use as mea-
sured by urine drug tests (63% versus
85%, p<<.01) but no difference in rates
of cocaine use.

No difference was found between high-

dose buprenorphine and high-dose meth-
adone in days in treatment (mean of 96
and 105 days, respectively) or percentage
of patients with 12 or more consecutive
negative screens (26% versus 28%, respec-
tively). High-dose buprenorphine was
superior to low-dose methadone for
both outcomes (mean days, 96 versus
70, p<.001; consecutive negative screens,
26% versus 8%, p=.005).

Continues on next page
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Table 2

Continued from previous page

Study

Design and
objectives

Population and
conditions

Outcomes
measured

Summary of findings

Fudala et al.,
2003 (17)

Kakko et al.,
2003 (15)

Jones et al.,
2005 (28)

Fischer
et al.,
2006 (29)

Kakko et al.,
2007 (24)

Comer et al.,
2010 (31)

162

RCT to compare 4
weeks of office-based
treatment with daily
sublingual tablets of
buprenorphine (16
mg) in combination
with naloxone (4 mg),
buprenorphine alone
(16 mg), or placebo
for patients addicted
to opioids

RCT to compare daily
buprenorphine (fixed
dose) versus a 6-day
tapered regimen of
buprenorphine fol-
lowed by placebo;
12-month program
combined with
psychotherapy

RCT to compare NAS
among neonates of
MMT- and BMT-
maintained pregnant,
opioid-dependent
women; provide pre-
liminary safety and
efficacy data

RCT to evaluate the
efficacy and safety
of MMT versus
BMT for pregnant,
opioid-dependent

women

RCT to compare
adaptive, BMT
stepped care versus
optimal MMT

Randomized cross-over
study to assess intra-
venous abuse poten-
tial of buprenorphine-
naloxone compared
with buprenorphine
among injection drug
users receiving BMT

323 patients receiving

at least one dose of
study medication;
109 randomly as-
signed to the com-
bination medication,
105 to buprenorphine
alone, and 109 to
placebo

40 patients randomly

assigned to fixed-
dose buprenorphine
(N=20) or the tapered
regimen (N=20)

30 patients randomly

assigned to MMT
(N=15) or to BMT
(N=15); 11 and 9,
respectively, com-
pleted the study.

18 pregnant women
randomly assigned
to receive MMT
(N=9) or BMT (N=9)
during weeks 24-29
of pregnancy. After
dropout, data were
available from 14
cases (6 for meth-
adone and 8 for
buprenorphine.

96 patients randomly as-

signed to flexible-dose
MMT group (N=48)
or BMT stepped-care
group (N=48). In
stepped treatment,
buprenorphine could
be increased to
32 mg, If participants
required additional
medication, they were
switched (stepped) to
high-dose methadone.

12 intravenous drug
users living in a hos-
pital for 8-9 weeks
and receiving bupre-
norphine-naloxone
under 3 BMT dose
conditions: 2 mg, 8
mg, and 24 mg

Primary: percentage of

urine screens nega-
tive for opiates and
self-reported craving

for opiates by patients

Primary: 1-year re-

tention in treatment
and negative urine
drug screens

Primary: number of

neonates treated for
NAS, amount of med-
ication used to treat
NAS, length of neonatal
hospitalization, and
peak NAS score. Sec-
ondary: treatment
retention and illicit
opiate use

Primary for mothers:

treatment retention,
urine drug screens,
and nicotine use.
Primary for neonates:
routine birth data
and severity and dura-
tion of NAS

Primary: 6-month treat-

ment retention, neg-
ative urine opioid
screens, and problem
severity

Primary: reinforcing

effects of intravenous
buprenorphine-
naloxone and bupre-
norphine among
BMT-maintained
intravenous drug
users who were

During each of the 4 weeks, mean

craving scores in the combined and
buprenorphine groups were sig-
nificantly lower than in the placebo
group (p<<.001 for both). Both groups
with buprenorphine-based treatments
had reduced opioid use. Opioid-
negative screens: combined group,
17.8%; buprenorphine group, 20.7%;
and placebo group, 5.8% (p<<.001
for all)

One-year retention was 75% in the

buprenorphine group and 0% in the
placebo group (p=.001). Roughly
75% of the patients retained in
treatment had negative urine screens
for illicit opiates, stimulants, canna-

binoids, and benzodiazepines.

No significant difference in illicit

opioid use between groups. Total of
20.0% and 45.5% of BMT-exposed
and MMT—exposed neonates, res-
pectively, were treated for NAS
(p=.23). Other primary outcomes
were also not significantly different,
except that the BMT-exposed
neonates had a shorter average
hospital stay (p=.021).

For mothers, no significant difference

in retention was found between
groups. MMT group had sig-
nificantly less use of additional
opioids (p=.029). For neonates,
earlier onset of NAS was noted in the
MMT group; 43% of neonates n both
groups combined did not require NAS
treatment. Duration of NAS treatment
was short in both groups (mean 5 days).

No differences between groups were

found for retention (76% for both
at 6 months) or the proportion of
negative screens (80% for both
groups). For the BMT stepped-care
group, 17 completers did not switch
to methadone and finished with a
mean buprenorphine dose of 29.6
mg, and 20 completers switched to
methadone and completed with a
mean methadone dose of 111 mg.
Methadone group ended with a
mean dose of 110 mg.

Buprenorphine-naloxone intravenous

abuse potential was lower than
buprenorphine alone or heroin,
particularly on higher maintenance
doses. Intravenous buprenorphine-
naloxone was self-administered less
frequently than buprenorphine or
heroin (p<<.001). Selective ratings for

Continues on next page
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Table 2

Continued from previous page

Design and

Population and
conditions

QOutcomes
measured

Summary of findings

Study objectives
Jones et al., RCT to examine neuro-
2010 (27) behavioral effects for
neonates exposed to
MMT or BMT
Ling et al., RCT to determine
2010 (21) efficacy of bupre-
norphine implants
(6 month) versus
placebo
Lucas et al., RCT to compare
2010 (26) clinic-based BMT

with case manage-
ment and referral
and an opioid treat-
ment program within
an HIV clinic

Self-administered
survey study to
examine use, pro-
curement, and
motivations for
use of diverted
buprenorphine-
naloxone

Bazazi et al.,
2011 (32)

175 pregnant women
with opioid depen-
dency assigned to
MMT group (N=89)
or BMT group
(N=86)

163 patients received
buprenorphine
implants (N=108) or
placebo implants
(N=55) after induc-
tion with sublingual
buprenorphine
tablets

93 HIV-positive,

opioid-dependent
patients not receiving
opioid agonist therapy
and not dependent on
aleohol or benzodi-
azepines randomly
assigned to receive
BMT in an HIV
clinic (N=46) or re-
ferred to an opioid
treatment program,
where they received
either buprenor-
phine or methadone
(N=47)

100 opioid users; 51
injecting users and
49 noninjecting
users

given a drug-versus-
money choice
exercise

Primary: reduction in
opioid use, treatment
retention, percentage
of neonates treated
for NAS, NAS peak
score, length of hos-
pital stay, morphine
required to treat
NAS

Primary: treatment

retention and reduc-
tion in illicit opioid
use as measured by
urine drug screens.
Secondary: drug
craving and with-
drawal symptoms

Primary: initiation and

long-term treatment
with opioid agonist
therapy, urine screen
results, visit atten-
dance with primary
HIV providers, use
of antiretroviral ther-
apy, and HIV treat-
ment outcomes

Primary: illicit

possession of
buprenorphine-
naloxone, use of
diverted buprenor-
phine-naloxone,
reasons for use, and
use to “get high”
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“drug liking” and “desire to take the
drug again” were lower for buprenor-
phine-naloxone than for buprenorphine
alone or heroin (p=.001).

Treatment was discontinued by 18% of
women in the MMT group and 33%
in the BMT group; 58 mothers ex-
posed to buprenorphine and 73 ex-
posed to methadone were followed
to the end of pregnancy. Neonates
of the former group required less
morphine (mean dose, 1.1 versus
10.4 mg, p<.009), had a shorter
hospital stay (10.0 versus 17.5 days,
P<<.009), and had a shorter duration
of NAS treatment (4.1 versus 9.9
days, p<<.003).

Significantly more patients with
buprenorphine implants completed
the study (65.7% versus 30.9%,
p<.001). The buprenorphine group
had more negative screens (40.4%
versus 28.3%, p=.04), reduced
withdrawal symptoms on the Clinical
Opiate Withdrawal Scale (p<<.001),
and the Subjective Opiate Withdrawal
Scale (p=.004), lower patient ratings
for craving on the Visual Analog Scale—
opioid craving (p<.001), fewer
symptoms on the Clinical Global
Impressions—Severity Scale (34.9%
versus 19.1% with no symptoms,
p<.001), and greater change on the
Clinical Global Impressions—
Improvement Scale (56.0% versus
23.4% reporting very much improve-
ment at week 24, p<<.001).

A larger proportion of HIV clinic pa-
tients were on agonist therapy at 12
months (74% versus 41%; p<<.001).
Mlicit opioid use was less in the clinic-
based group (44% versus 65%;
p=-015). HIV clinic patients had
significantly fewer cocaine-positive
screens and attended more HIV pri-
‘mary care visits. No difference was
found in use of antiretroviral therapy
or in improvements in HIV-
monitoring tests.

More noninjecting users reported ever
using buprenorphine-naloxone to
“get high” (69% versus 32%, p<<.01).
Most participants reporting past use
of buprenorphine-naloxone stated
that use was to treat withdrawal symp-
toms (74%) or to stop using other opi-
oids (66%) or because they could not
afford drug treatment (64%).

Continues on next page
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Table 2

Continued from previous page

Design and Population and Outcomes
Study objectives conditions measured Summary of findings
Weiss et al., Multiphase RCT to First phase (N=653): Primary: minimal or All urine samples were negative after

2011 (22)

Coyle et al.,
2012 (30)

Moore et al.,
2012 (23)

Pritham
et al.,
2012 (33)

evaluate efficacy of
brief and extended
buprenorphine-
naloxone treatment
with various coun-
seling intensities

RCT to determine im-
pact on infant neuro-
behavior of in-utero
exposure to buprenor-
phine or methadone

RCT to investigate im-
pact of directly ob-
served therapy plus
cognitive-behavioral
therapy versus usual
treatment among
patients receiving
BMT for 12 weeks
in primary care

Retrospective descrip-
tive study to examine
opioid replacement
treatment in preg-
nancy and effect on
neonatal outcomes

brief treatment with
buprenorphine-
naloxone with a 2-
week stabilization,
2-week taper, and
8-week postmed-
ication follow-up.
Patients entered the
second phase if they
had opioid-positive
urine samples dur-
ing the first phase.
Second phase
(N=360): 12 weeks
of buprenorphine-
naloxone treatment,
4-week taper, and
8-week postmedi-
cation follow-up. In
both phases, patients
were randomly as-
signed to receive
standard (15-minute
medical visits) or
enhanced medical
management (stan-
dard medical man-
agement plus opioid
dependence counsel-
ing during 45-minute
visits).

39 full-term infants
exposed to metha-
done (N=21) or
buprenorphine
(N=18)

55 opioid-dependent

patients assigned to
physician management
with weekly bupren-
orphine dispensing
(N=28) or with di-
rectly observed,
thrice-weekly bupren-
orphine and cogpitive-
behavioral therapy
(N=27)

152 opioid-dependent
pregnant women
receiving MMT
(N=136) or BMT
(N=16) during pre-
gnancy and their
neonates

no opioid use as
measured by urine
samples that confir-
med self-reports

Primary: neonatal

neurobehavioral ef-
fects, measured on

the neonatal inten-
sive care unit’s Net-
work Neurobehavioral
Scale

Primary: treatment

retention and drug
use as measured by
self-reports or urine
screens

Primary: length of

hospital stay for NAS

the first phase for only 6.6% of
patients. During extended treatment
with buprenorphine-naloxone, 49.2%
of patients had successful outcomes
(opioid-negative urine samples); this
rate fell to 8.6% at 8-week follow-up.
Addition of counseling had no effect
in either phase.

Infants exposed to buprenorphine
exhibited fewer signs of stress absti-
nence (p<.001) and were less ex-
citable (p<<.001), less overaroused
(p<<.01), less hypertonic (p<<.007),
and better self-regulated (p<.04).

No difference was found between
groups in treatment retention or
drug use.

Neonates with prenatal exposure to
MMT spent more days in the hos-
pital for NAS (21 versus 14 days) (p=.053).

* Studies are listed in chronological order. Abbreviations: MMT, methadone maintenance treatment; NAS, neonatal abstinence syndrome; RCT,
randomized controlled trial

lower dose (69% versus 51%, p=.006)
(35). At medium- and high-dose
ranges, buprenorphine significantly
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reduced illicit opioid use compared
with placebo or with buprenorphine
at a very low dose, as measured by

urine drug tests (15-18,34). For ex-
ample, one RCT reported that for the
group receiving 16 mg of buprenorphine,
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38% of urine samples were negative
for opioids, compared with 18% of
samples for the group receiving 1 mg
(p<.001) (16); another study found
21% opioid-negative urine samples
with buprenorphine alone versus 6%
with placebo (p<<.001) (17). Studies
have shown inconsistent results re-
garding reductions in nonopioid illicit
drug use (for example, cocaine). How-
ever, most studies of buprenorphine
have shown no statistically signifi-
cant impact on reducing nonopioid
illicit drug use compared with
placebo (15,17,18,34). Although the
addition of naloxone to buprenor-
phine has been shown to decrease
abuse potential (31), naloxone has not
been found to alter buprenorphine’s
efficacy (40).

Although buprenorphine implants
were not FDA-approved in the United
States at the time of this review, Ling
and colleagues (21) examined the ef-
fect of six-month buprenorphine im-
plants compared with placebo in a
phase III trial. The study compared
patients receiving buprenorphine im-
plants (N=108) and those receiving
placebo implants (N=55) after induc-
tion with sublingual buprenorphine
tablets. Both groups had the option
of receiving supplemental buprenor-
phine tablets for withdrawal symptoms
or craving. Participants could also re-
ceive a supplemental dose upon re-
quest, if it was deemed suitable by the
treating clinician. Results showed that
a significantly higher percentage of
those receiving buprenorphine implants
completed the six-month study (65.7%
versus 30.9%, p<<.001). In addition,
patients in the buprenorphine implant
group had a significantly higher per-
centage of their urine samples nega-
tive for illicit opioids (40.4% versus
28.3%, p=.04). In regard to secondary
outcomes, the buprenorphine implant
group had significantly reduced with-
drawal symptoms on the Clinical Opiate
Withdrawal Scale (p<<.001), and the
Subjective Opiate Withdrawal Scale
(p=.004), lower patient ratings of craving
on the Visual Analog Scale—opioid
craving (p<.001), fewer symptoms
on the Clinical Global Impressions—
Severity Scale (34.9% versus 19.1%
with no symptoms, p<.001), and
greater change on the Clinical Global
Impressions—Improvement Scale (56.0%

versus 23.4% reporting very much im-
provement at week 24, p<<.001).
Illicit use of buprenorphine. Con-
cems regarding diversion or nonmedical
use of buprenorphine have emerged,
even with the buprenorphine-naloxone
combination (31,32,41). Comer and col-
leagues (31) confirmed that buprenorphine-
naloxone retains some potential for
abuse intravenously, but the combi-
nation has less abuse potential as
measured by self-administration than
buprenorphine alone or heroin. Sur-
veys of individuals with opioid use
disorders suggest that up to half of
clients who use opioid drugs and seek
treatment have used illicit buprenor-
phine. The clients typically stated that
they used opioids for management of
withdrawal symptoms and in attempts
to decrease other opioid use (32,41,42).
Individuals addicted to prescription
opioids were more likely than those
addicted to intravenous heroin to use
buprenorphine to “get high” (32).
Prescription opioid dependence. A
recent study examined the use of
buprenorphine to treat patients with
prescription opioid dependence. Weiss
and colleagues (22) conducted the
Prescription Opioid Addiction Treat-
ment Study multiphase clinical trial in
community treatment settings, report-
ing outcomes compared with baseline.
The first phase examined brief treat-
ment with buprenorphine and pro-
vided a two-week buprenorphine
stabilization, two-week taper, and
eight-week postmedication follow-up.
Patients entered the second phase if
they had relapsed (opioid-positive
urine sample) during the initial phase.
The second phase consisted of a
12-week buprenorphine treatment,
four-week taper, and eight-week post-
medication follow-up. In both phases,
patients were randomly assigned to
receive standard medical manage-
ment (15-minute medical visits) or
enhanced management (standard med-
ical management plus opioid depen-
dence counseling in 45-minute visits).

. Results showed that all urine samples

were negative for only 6.6% of patients
after the first phase (note that all par-
ticipants received buprenorphine).
During extended treatment with
buprenorphine, 49.2% of patients had
successful outcomes (all urine samples
were opioid negative), but this per-
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centage fell to 8.6% at the eight-week
follow-up after buprenorphine was
discontinued. Opioid dependence
counseling had no effect in either
phase. The authors concluded that
patients dependent on prescription
opioids have good outcomes with
improved abstinence while taking
buprenorphine, but if they are tapered
off of this drug, the likelihood of
successful outcomes in terms of no
opioid use is low.

Psychosocial interventions
and support services
The addition of structured psycho-
therapy to standard treatment—
which may include peer support
services, 12-step programs, and other
psychosocial treatment provided at
the facility or office—has not been
shown to improve outcomes for
patients on opioid maintenance ther-
apy. A meta-analysis examined the
impact of adding a more structured
psychotherapy to standard treatment
that included three types of opioid
agonist therapy: levomethadyl acetate
(LAAM; now off the U.S. market)
(one study), methadone (28 studies),
or buprenorphine (six studies) (37).
The authors found no improvements
in treatment retention or abstinence
from illicit opioids and no effect on
other outcomes, comp]iance, or psy-
chiatric symptoms. It is important to
note that in this meta-analysis, stan-
dard treatment may have included
peer support, psychosocial treatment
and counseling sessions, and referrals
for additional support, but the meta-
analysis examined only the effects of
structured treatment in addition to
support services already provided. A
more recent study investigated the
impact of directly observed therapy
plus cognitive-behavioral therapy com-
pared with regular medical manage-
ment of BMT (23). Results showed no
improvement in retention or drug use.
It has been noted that the literature on
psychosocial treatments is heteroge-
neous, and there is a lack of sufficient,
high-quality studies to assess which psy-
chosocial interventions have the most
success in various populations (43).
BMT versus MMT. Several studies
and meta-analyses have examined the
use of BMT compared with MMT.
Dose levels have been shown to be
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Table 3

Review articles about buprenorphine maintenance treatment (BMT) included in the review®

Population and
conditions

Outcomes
measured

Summary of findings

Study Focus of review
Barnett Compare the effective-
et al., ness of buprenorphine
2001 (36) and of methadone
Mattick Compare the effects of
et al., BMT with placebo and
2008 (34) MMT on treatment re-
tention and suppres-
sion of illicit drug use
McCance- Examine literature on
Katz et al., methadone and bupre-
2010 (38) norphine for drug

interactions with con-
current medications
Evaluate the effectiveness
of any psychosocial
treatment plus any ag-
onist maintenance
treatment versus stan-
dard agonist treatment

Amato et al.,
2011 (37)

Martin et al.,
2011 (10)

Examine literature, regu-
latory actions, profes-
sional guidance, and
opioid treatment pro-
gram experiences
regarding adverse car-
diac events associated
with methadone

Meta-analysis to provide
information about
proper dosing in BMT
to improve treatment
outcomes

Fareed
et al.,
2012 (35)

Review literature on out-
comes after maternal
treatment with
buprenorphine

Jones et al.,
2012 (39)

Patients receiving
methadone at
medium-high (50-
80 mg) and low
(20-35 mg) doses
and buprenorphine
at medium doses
(6-12 mg) across
5 RCTs

Evaluated 24 RCTs
involving 4,497
patients

Populations varied;
extensive literature
review with 93
references

4,319 patients in
35 studies

Populations varied;
extensive literature
review with 108
references and in-
put from panel and
field experts

Compared higher
doses of buprenor-
phine (16-32 mg
per day) to lower
dose (<16 mg per
day) across 21 RCTs
involving 2,703
patients

Evaluated outcomes of
3 RCTs and 44
nonrandomized
studies

Primary: retention in
treatment and urine
drug screens for
opioids

Primary: retention in
treatment and illicit
drug use
suppression

Primary: drug interac-
tions with metha-
done or
buprenorphine

Primary: retention in
treatment and opi-
ate abstinence; sec-
ondary: treatment
compliance, psychi-
atric symptoms, de-
pression, and death

Primary: cardiac
events associated
with methadone;
impact on cardiac
QT interval

Primary: treatment
retention and re-
duction in opioid
use

Primary: fetal effects,
neonatal effects,
effects on breast
milk, and longer-
term developmental
effects

Compared with patients on medium-high
methadone doses, those on medium
doses of buprenorphine had 1.26 times
the relative risk (RR) of discontinuing
treatment (p=.019), and the rate of
positive drug screens was 8.3% higher
(p=-002). Buprenorphine was more
effective than low doses of methadone
in treatment retention (RR of discon-
tinuing treatment=.86; ns) and reduc-
tion of positive drug screens (8.4%
fewer, p<.05).

Treatment retention was higher with BMT
compared with placebo at low doses
(RR=1.50, p<<.05), medium doses
(RR=1.74, p<.05), and high doses
(RR=1.74, p<.05).

Buprenorphine had fewer drug interac-
tions than methadone, especially with
HIV medications.

Adding any psychosocial support to stan-
dard maintenance treatments did not
appear to give additional benefits.

The pharmacology of buprenorphine
affords it a better safety profile than
methadone; buprenorphine (at standard
doses) did not affect cardiac electro-
physiology by lengthening the cardiac
QT interval.

Higher doses of buprenorphine were
associated with better treatment re-
tention than the lower dose (69%
versus 51%, p=.006).

Maternal treatment with buprenorphine
had similar efficacy to methadone.
Prenatal buprenorphine treatment
resulted in less severe neonatal absti-
nence syndrome than methadone
treatment. No adverse effects on infant
development of in-utero buprenorphine
exposure were found. Dose increases
for methadone and buprenorphine may
be needed during pregnancy.

* Studies are listed in chronological order. Abbreviations: MMT, methadone maintenance treatment; RCT, randomized controlled trial

important for efficacy of both drugs.
In this discussion, we define metha-
done dose ranges as high (=60 mg),
medium (40-59 mg), and low (<40 mg).
We define buprenorphine dose ranges
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as high (16-32 mg), medium (7-15 mg),

and low (2-6 mg).

Barnett and colleagues (36) per-
formed a meta-analysis of data from
five RCTs conducted between 1992

and 1997. The authors compared the
efficacy of methadone at medium-
high doses (50-80 mg) and low doses
(20-35 mg) and buprenorphine at
medium doses (6-12 mg). Results
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showed that patients on medium
doses of buprenorphine had 1.26
times the relative risk of discontinuing
treatment (p=.019), and the number
of positive urine samples was 8.3%
higher than the number for patients
on medium-high doses of methadone
(p=.002). However, compared with
lower doses of methadone (20-30 mg
per day), buprenorphine was more
effective in treatment retention (RR
for discontinuing treatment=.86, not
significant) and in reduction of positive
urine drug tests (8.4% fewer positive
urine samples per patient, p<<.05).
Ling and colleagues (19) found similar
results. High-dose methadone (80 mg)
was superior to medium-dose bupre-
norphine (8 mg) and low-dose meth-
adone (30 mg) for treatment retention
and opioid use.

A more recent meta-analysis com-
paring BMT and MMT was based on
25 RCTs and 4,497 participants (34).
The authors found results that were
similar to the study by Bamett and
colleagues (36). Specifically, this meta-
analysis found mixed results for
medium-dose buprenorphine versus
medium- and low-dose methadone in
retaining patients. Three studies sug-
gested that MMT was superior,
whereas seven found no difference
between the groups, although results
differed by dose. Medium-dose bupre-
norphine was less likely to suppress
illicit opioid use than medium-dose
methadone (standard mean difference
[SMD]=.27, p<<.05), but it was more
likely to suppress illicit opioid use than
low-dose methadone (SMD=-.23,
p<<.05). Treatment retention was
worse for low-dose buprenorphine than
for medium- and low-dose methadone
(RR for both comparisons=.67, p<.05).
Low-dose buprenorphine showed no
difference in illicit opioid use com-
pared with low-dose methadone, but
low-dose buprenorphine was inferior to
medium-dose methadone in terms of
illicit opioid use (SMD=.88, p<<.03). In
the meta-analysis, flexible-dose bupre-
norphine and methadone had similar
results for illicit opioid use, and meth-
adone had a slight (but statistically
significant) edge for retention in treat-
ment—despite the fact that most
studies found no difference. Of note,
several of the studies used buprenor-
phine in low- or medium-dose ranges,

and the flexible-dose ranges were not
higher than 16 mg. No statistically
significant differences were found be-
tween methadone and buprenorphine
at any dose comparison for use of other
illicit drugs (primarily cocaine) or
criminal activity.

Johnson and colleagues (20) con-
ducted a 17-week RCT (N=220) to
compare the effects of LAAM (75—
115 mg), high-dose buprenorphine
(16-32 mg), high-dose methadone
(60-100 mg), and low-dose metha-
done (20 mg). Although LAAM is no
longer marketed in the United States,
the comparison of high-dose bupre-
norphine, high-dose methadone, and
low-dose methadone is still important.
The results supported the value of
high-dose buprenorphine; no differ-
ence was found between high-dose
buprenorphine and high-dose metha-
done in the mean number of days in
treatment (96 and 105 days, respec-
tively) or in the percentage of partic-
ipants with 12 or more consecutive
urine samples that were negative for
illicit opioids (26% and 28%). High-
dose buprenorphine was superior to
low-dose methadone in terms of the
mean number of days in treatment
(96 versus 70, respectively, p<<.001)
and percentage of participants with
consecutive negative urine samples
(26% versus 8%, p=.005).

Kakko and colleagues (24) tested
the efficacy of a stepped-care strategy
that used buprenorphine in increas-
ing doses. The researchers compared
a flexible-dose MMT group (n=48)
and a stepped-care BMT group
(N=48). In the stepped-treatment
group that used a flexible-dose algo-
rithm, buprenorphine could be in-
creased up to 32 mg. If participants
required additional medication, they
were switched (stepped) to high-dose
methadone. The study found no
differences between the stepped-
care BMT and MMT groups in treat-
ment retention (76% for both at six
months) or in the proportion of urine
samples that were free of illicit opioids
(80% for both groups). In the bupre-
norphine stepped-care group, 17 par-
ticipants who completed treatment did
not switch to methadone and finished
with a mean buprenorphine dose of
29.6 mg, and 20 participants who
completed treatment switched to meth-
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adone and finished with a mean meth-
adone dose of 111.0 mg. Those in the
methadone group ended with a mean
dose of 110.0 mg.

The pharmacology “of buprenor-
phine affords it a better safety profile
than methadone, which is important
considering that methadone is associ-
ated with one-third of opioid-related
overdose deaths annually (44). Because
it is a partial agonist at the mu opiate
receptor, it has a ceiling effect that
limits its potential to cause respiratory
depression compared with methadone
(45). However, this risk stll exists,
especially if buprenorphine is used in
combination with other central nervous
system depressants such as benzodi-
azepines or alcohol (8) or is used in
higher doses. In addition, unlike meth-
adone, buprenorphine at standard
doses does not affect cardiac electro-
physiology by lengthening the cardiac
QT interval—a mechanism that can
lead to serious cardiac arrhythmias
(10). Buprenorphine also has fewer
drug interactions than methadone,
especially with HIV medications (38).

Taken together, the articles re-
viewed suggest that the efficacy of
BMT is dose dependent, and dose is
important to take into account when
comparing medications. For compar-
isons at medium-dose ranges, evi-
dence is mixed—some studies show
similar effects of MMT and BMT and
some studies suggest that MMT im-
proves treatment retention or reduces
illicit opioid use. Only one study
reviewed compared high doses of
buprenorphine and methadone, and it
showed similar outcomes (20). Fi-
nally, the stepped-care approach—in
which individuals begin with bupre-
norphine and switch to methadone if
buprenorphine doses above 32 mg are
required—suggests that MMT may be
needed for patients who require high
doses of opioid agonist treatment (24).

Treatment setting. We reviewed
two studies examining the receipt of
BMT in an office-based setting com-
pared with treatment in a traditional
drug treatment program. In an early
RCT (1998), O’Connor and col-
leagues (25) compared patients ran-
domly assigned to receive BMT in
a primary care setting (N=23) or
a traditional drug treatment program
(N=23). During the 12-week study,
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Evidence for the effectiveness of BMT: high

Evidence clearly shows that BMT has a positive impact compared with placebo on:

e Retention in treatment
e Illicit opioid use

Evidence is mixed for its impact on:
e Nonopioid illicit drug use

retention showed a trend toward
being higher in the primary care
setting, compared with the traditional
setting (78% versus 52%, respectively,
p=.06). Patients in the primary care
setting had significantly lower rates of
illicit opioid use on the basis of urine
drug tests (63% versus 85%, p<.01),
but they showed no difference in rates
of cocaine use. Lucas and colleagues
(26) compared outcomes of HIV-
positive patients randomly assigned
to receive BMT in an HIV clinic
(N=46) or an opioid treatment pro-
gram in which they received either
buprenorphine or methadone (N=47).
A significantly higher proportion of the
patients in the HIV clinic were re-
ceiving agonist therapy at 12 months
(74% versus 41%, p<<.001). Illicit
opioid use, as measured by urine drug
tests, was less in the clinic-based group
(44% versus 65% of patients; p=.015).
In addition, the study showed that
patients treated in the HIV clinic had
significantly fewer cocaine-positive
urine drug tests and attended more
HIV primary care visits. The groups
did not differ in use of antiretroviral
therapy or in improvements in tests
used to monitor HIV. The authors
speculated that streamlined access
to treatment in the clinic group was a
major reason for the improved results.

None of the RCTs reviewed were
implemented in incarcerated popu-
lations. A recent survey of crimi-
nal justice agencies indicated that
medication-assisted treatment of in-
carcerated individuals is generally
limited to pregnant women and de-
toxification (46).

Buprenorphine use in pregnancy.
MMT has been used to treat opioid
dependence during pregnancy to im-
prove maternal and fetal outcomes
(47,48). However, as discussed in the
companion article (3), MMT puts
newborn infants at risk for neonatal
abstinence syndrome (NAS). NAS often
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requires detoxification treatment in
the hospital with a morphine taper
(49-53). As a result, clinicians and re-
searchers have studied BMT as an al-
ternative to MMT during pregnancy.
RCTs were conducted with bupre-
norphine alone, to avoid prenatal ex-
posure to naloxone.

Three RCTs and observational stud-
ies (27-29,39) have compared use of
buprenorphine with use of methadone
by pregnant women. Authors con-
cluded that buprenorphine has similar
efficacy to methadone in reducing
illicit dpioid use among pregnant
women, and buprenorphine may lead
to less severe NAS. With both MMT
and BMT, dose increases may be
necessary during pregnancy (39). Al-
though the two smaller RCTs did not
find a difference in treatment re-
tention between BMT and MMT
(28,29), the largest RCT—the Mater-
nal Opioid Treatment: Human Ex-
perimental Research study (27)—
found that a higher percentage of

patients in the BMT group discontin-

ued treatment before delivery (33%
versus 18%, p=.02). Mothers were
more likely to discontinue treatment
in both groups if they had higher
cumulative lifetime months and re-
cent days of heroin use (27). Two
RCTs showed no difference in illicit
opioid use between the two medica-
tions (27,28), whereas one RCT sug-
gested that methadone may be superior
in reducing illicit opioid use (29). In-
fants born to mothers maintained with
buprenorphine versus methadone had
similar rates of NAS, but the manifes-
tation of NAS was less severe. Infants
whose mothers took buprenorphine
required significantly lower doses of
morphine to treat NAS and needed
fewer hospital days (27,30,33).

Conclusions
Overall, a high level of evidence was
found for the effectiveness of BMT in
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improving treatment retention and
decreasing illicit opioid use (see box
on this page). Research regarding the
impact of BMT on nonopioid illicit
drug use is less conclusive but sug-
gests positive trends. The addition of
any type of psychosocial regimen to
BMT or MMT has not been shown to
improve outcomes, but the hetero-
geneity of interventions across trials
limits the ability to make strong
conclusions. As with MMT, there is
growing evidence that higher doses of
buprenorphine (16-32 mg) are more
efficacious than lower doses; however,
because of the pharmacology of
buprenorphine, doses above 32 mg
do not provide additional efficacy.
Research suggests that buprenor-
phine may be as effective for patients
with prescription opioid dependence
as it is for patients with heroin de-
pendence. When the medications are
dosed similarly, BMT appears to be as
effective as MMT in reducing illicit
opioid use. Results are mixed regard-
ing treatment retention, but several
studies suggest that MMT might con-
fer some advantage. The advantage
may be due, in part, to the supportive
services or social reinforcement in
outpatient MMT programs. However,
buprenorphine has a better safety pro-
file than methadone, and the ability
to prescribe buprenorphine in office
facilities as opposed to only in opioid
treatment programs improves access
to care and earlier initiation of treat-
ment. A key advantage of buprenor-
phine is its availability. The number of
clinicians approved to prescribe bupre-
norphine is growing, although many
areas of the country do not have access
to methadone programs (2).

Both BMT and MMT improve
pregnancy-related outcomes by reducing
illicit drug use during pregnancy. In-
fants of mothers treated with bupre-
norphine during pregnancy may be
born with NAS, although NAS appears
to be less severe in infants of mothers
treated with buprenorphine than of
those treated with methadone.

Potential areas for future research
include increased focus on the impact
of BMT on secondary outcomes, ad-
ditional investigation of appropriate
dosing to enhance treatment out-
comes, confirmation of the results of
the stepped-care protocol, improved
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induction protocols to minimize initial
problems with treatment retention
(and thus potentially enhance adop-
tion rates by providers), and examina-
tion of the differential effectiveness of
BMT in specific subpopulations, such
as patients dependent on prescription
opioids versus heroin. Differential ef-
fects and access to BMT across racial
and ethnic groups and geographic
areas should also be studied.

Ongoing research needs do not
diminish the strong evidence for this
treatiment approach. Given the poor
success rates of abstinence-based
treatments for opioid use disorders
and the limited access to and more
restrictive safety profile of MMT,
BMT is an important treatment for
opioid dependence. Policy makers
have reason to promote access to
BMT for patients in substance use
treatment who may wish to choose
BMT as a potentially safer alterative
to MMT. Administrators of substance
use treatment programs, community
health centers, and managed care orga-
nizations and other purchasers of health
care services, such as Medicare, Med-
icaid, and commercial insurance car-
riers, should give careful consideration
to BMT as a covered benefit.
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hensive approaches to chronic pain
into their scope of services.

Health care systems can in-
corporate nonjudgmental screen-
ing, brief intervention, and refer-
rals for further assessment and
treatment of addiction into all
clinical settings where opioids are
prescribed. Conversely, addiction-
treatment providers can screen
patients for pain, recognizing that
inadequately treated pain is a risk
factor for relapse.

Payers, including Medicare and
state Medicaid programs, can use
data-analysis tools to spot the red
flags of inappropriate prescribing
and refer prescribers to medical
boards or other state agencies for
further review, education, and
oversight. Prescription-drug mon-
itoring programs can also identi-
fy prescribers in need of assis-
tance. Coherent, evidence-based
review of clinical practice can be
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CHRONIC PAIN, ADDICTION, AND ZOHYDRO

it is long past time for Medicare
to begin covering the effective
care provided in opioid-treatment
programs.

It is also time for the FDA to
address the intertwining of chron-
ic pain and addiction farther up-
stream in the drug-development
cycle. The agency might consider
creating a pathway for develop-
ment and review of new products
and indications for simultaneous
treatment of chronic pain and
opioid-use disorder. Building on
its own work to advance the sci-
ence of abuse-deterrent formula-
tions, the FDA should also re-
quire that prescription opioids
meet basic deterrent standards
and should facilitate the gradual
reformulation of existing products
to meet such standards. In declin-
ing to apply such a standard to Zo-
hydro, the agency noted that ex-
isting deterrent mechanisms have

the tension that exists today be-
tween chronic pain and addiction.
All concerned about the treatment
of chronic pain and all responding
to the rise in overdose deaths need
to come together to promote high-
quality and effective prevention

and treatment for both conditions.
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aim of supporting
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provide as generous coverage for
treatment of opioid-use disorder
as they do for management of
chronic pain. This standard is
infrequently met — for example,
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"T"he rate of death from over-
. doses of prescription opioids
in the United States more than
quadrupled between 1999 and

2010 (see graph), far exceeding
the combined death toll from co-
caine and heroin overdoses.! In
2010 alone, prescription opioids

were involved in 16,651 overdose
deaths, whereas heroin was im-
plicated in 3036. Some 82% of
the deaths due to prescription
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TACKLING THE OPIOID-OVERDOSE EPIDEMIC

No. (per U.S. population)

Kilograms of opioids
sold (per 10,000)

Deaths due to opioid
overdose (per 100,000)

“ Admissions for opioid-abuse
treatment (per 10,000)

T T T T T T T T T 1 T T
1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010

Opioid Sales, Admissions for Opioid-Abuse Treatment, and Deaths Due to Opioid

Overdose in the United States, 1999-2010.

Data are from the National Vital Statistics System of the Centers for Disease Control
and Prevention, the Treatment Episode Data Set of the Substance Abuse and Mental
Health Services Administration, and the Automation of Reports and Consolidated
Orders System of the Drug Enforcement Administration.

opioids and 92% of those due to
heroin were classified as unin-
tentional, with the remainder be-
ing attributed predominantly to
suicide or “undetermined intent.”

Rates of emergency department
visits and substance-abuse treat-
ment admissions related to pre-
scription opioids have also in-
creased markedly. In 2007,
prescription-opioid abuse cost in-
surers an estimated $72.5 billion
— a substantial increase over
previous years.? These health and
economic costs are similar to
those associated with other chron-
ic diseases such as asthma and
HIV infection.

These alarming trends led the
Department of Health and Hu-
man Services (HHS) to deem pre-
scription-opioid overdose deaths
an epidemic and prompted multi-
ple federal, state, and local ac-
tions.2 The HHS efforts aim to si-
multaneously reduce opioid abuse

N ENGL ) MED 370522

and safeguard legitimate and
appropriate access to these med-
ications. HHS agencies are im-
plementing a coordinated, com-
prehensive effort addressing the
key risks involved in. prescription-
drug abuse, particularly opioid-
related overdoses and deaths.
These efforts focus on four main
objectives: providing prescribers
with the knowledge to improve
their prescribing decisions and the
ability to identify patients’ prob-
lems related to opioid abuse, re-
ducing inappropriate access to
opioids, increasing access to effec-
tive overdose treatment, and pro-
viding substance-abuse treatment
to persons addicted to opioids.
A key driver of the overdose
epidemic is underlying substance-
use disorder. Consequently, ex-
panding access to addiction-
treatment services is an essential
component of a comprehensive
response.? Like other chronic dis-

The New England Journal of Medicine

NEJM.ORG MAY 29, 2014

eases such as diabetes and hyper-
tension, addiction is generally
refractory to cure, but effective
treatment and functional recov-
ery are possible. Fortunately, cli-
nicians have three types of medi-
cation-assisted therapies (MATS)
for treating patients with opioid
addiction: methadone, buprenor-
phine, and naltrexone (see table).
Yet these medications are mark-
edly underutilized. Of the 2.5 mil-
lion Americans 12 years of age or
older who abused or were depen-
dent on opioids in 2012 (according
to the National Survey on Drug
Use and Health conducted by the
Substance Abuse and Mental
Health Services Administration
[SAMHSA]), fewer than 1 million
received MAT.

When prescribed and moni-
tored properly, MATs have proved
effective in helping patients re-
cover. Moreover, they have been
shown to be safe and cost-effec-
tive and to reduce the risk of over-
dose. A study of heroin-overdose
deaths in Baltimore between 1995
and 2009 found an association
between the increasing availabil-
ity of methadone and buprenor-
phine and an approximately 50%
decrease in the number of fatal
overdoses.®> In addition, some
MATs increase patients’ retention
in treatment, and they all improve
social functioning as well as re-
duce the risks of infectious-disease
transmission and of engagement
in criminal activities. Nevertheless,
MATs have been adopted in less
than half of private-sector treat-
ment programs, and even in pro-
grams that do offer MATs, only
34.4% of patients receive them.*

A number of barriers contrib-
ute to low access to and utilization
of MATs, including a paucity of
trained prescribers and negative
attitudes and misunderstandings

Copyright © 2014 Massachusettd Medical Society. All rights reserved.
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Class

Characteristic

Brand names

Use and effects

Advantages

Disadvantages

Methadone
Dolophine, Methadose

Agonist (fully activates opioid re-
ceptors)

Taken once per day orally to reduce
opioid cravings and withdrawal
symptoms

High strength and efficacy as long
as oral dosing (which slows brain
uptake and reduces euphoria) is
adhered to; excellent option for
patients who have no response
to other medications

Mostly available through approved
outpatient treatment programs,
which patients must visit daily

Exhibit E: PATAT PAC Attachment 2
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Characteristics of Medications for Opioid;Addiction Treatment.

Buprenorphine
Subutex, Suboxone, Zubsolv

Partial agonist (activates opioid recep-
tors but produces a diminished re-
sponse even with full occupancy)

Taken orally or sublingually (usually
once a day) to relieve opioid crav-
ings and withdrawal symptoms

Eligible to be prescribed by certified
physicians, which eliminates the
need to visit specialized treatment
clinics and thus widens availability

Subutex has measurable abuse liability;

Suboxone diminishes this risk by in-

cluding naloxone, an antagonist
that induces withdrawal if the drug
is injected

Naltrexone
Depade, ReVia, Vivitrol
Antagonist (blocks the opioid receptors

and interferes with the rewarding
and analgesic effects of opioids)

Taken orally or by injection to diminish
the reinforcing effects of opioids
(potentially extinguishing the asso-
ciation between conditioned stimuli
and opioid use)

Not addictive or sedating and does not
result in physical dependence; a re-
cently approved depot injection for-
mulation, Vivitrol, eliminates need
for daily dosing

Poor patient compliance (but Vivitrol
should improve compliance); initi-
ation requires attaining prolonged
(e.g., 7-day) abstinence, during
which withdrawal, relapse, and early
dropout may occur

about addiction medications held
by the public, providers, and pa-
tients. For decades, a common

concern has been that MATs

merely replace one addiction with
another. Many treatment-facility
managers and staff favor an ab-
stinence model, and provider
skepticism may contribute to low
adoption of MATs.* Systematic
prescription of inadequate doses
further reinforces the lack of
faith in MATs, since the resulting
return to opioid use perpetuates
a belief in their ineffectiveness.
Policy and regulatory barriers
are another concern. A recent re-
port from the American Society
of Addiction Medicine describing
public and private insurance cov-
erage for MATs highlights several
policy-related obstacles that war-
rant closer scrutiny. These barri-
ers include utilization-manage-
ment techniques such as limits
on dosages prescribed, annual or
lifetime medication limits, initial
authorization and reauthorization

N

requirements, minimal counsel-
ing coverage, and “fail first” cri-
teria requiring that other thera-
pies be attempted first (www.asam
.org/docs/advocacy/Implications
-for-Opioid-Addiction-Treatment).
Although these policies may be
intended to ensure that MAT is
the best course of treatment, they
may hinder access and appropriate
care. For example, maintenance
MAT has been shown to prevent
relapse and death but is strongly
discouraged by lifetime limits.>
In addition, although Medicaid
covers buprenorphine and metha-
done in every state, some Medic-
aid programs or their managed-
care organizations apply the
utilization-management policies
described above. Most commer-
cial insurance plans also cover
some opioid-addiction medications
— most commonly buprenorphine
— but coverage is generally lim-
ited by similar policies, and ac-
cess to care may be limited to
in-network providers. Few private

ENGL ) MED 370522 NEJM.ORG
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insurance plans provide coverage
for the depot injection formula-
tion of naltrexone, and most do
not cover methadone provided
through opioid treatment pro-
grams.

Implementation of the Afford-
able Care Act (ACA) will increase
access to care for many Ameri-
cans, including persons with ad-
diction. This expansion builds on
the Mental Health Parity and Ad-
diction Equity Act, which re-
quires insurance plans that offer
coverage for mental health or
substance-use disorders to pro-
vide the same level of benefits
that they do for general medical
treatment. The ACA significantly
extends the reach of the parity
law’s requirements, ensuring that
more Americans have coverage
for mental health and substance-
use disorders and that coverage
complies with the federal parity
requirements. These reforms pre-
sent new opportunities for reduc-
ing prescription-opioid abuse and
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its consequences by expanding
the number of high-risk people
who receive MATs through either
public or private insurance. The
importance of access to MATs
and other treatment services for
substance-use disorder is under-
scored by the recent recognition
of increased heroin use; what
may be less widely recognized is
that the majority of these new
heroin users initially abused pre-
scription opioids before shifting
to heroin.

Exhibit E: PATAT PAC Attachment 2

TACKLING THE OPIOID-OVERDOSE EPIDEMIC

SAMHSA supports production
and dissemination of educational
resources to MAT prescribers, as
well as an “Opioid Overdose Tool-
kit” to educate first responders,
treatment providers, and patients
about ways to prevent and inter-
vene in opioid-overdose cases.
The Centers for Disease Con-
trol and Prevention is working to
empower states to implement com-
prehensive strategies, including
MATs, for preventing prescrip-
tion-drug overdoses. These strat-

A key driver of the overdose epidemic is

underlying substance-use disorder.

Consequently, expanding access to

addiction-treatment services is an essential

component of a comprehensive response.

HHS agencies are actively col-
laborating with public and private
stakeholders in efforts to expand
access to and improve utilization
of MATs, in tandem with other
targeted approaches to reducing
opioid overdoses.? For example,
the National Institute on Drug
Abuse (NIDA) is funding research
to improve delivery of MATs to
vulnerable populations, includ-
ing those in the criminal justice
system. NIDA is also working to
develop new pharmacologic treat-
ments for opioid addiction and
helping to fund “user friendly”
delivery systems for naloxone (i.e.,
intranasal rather than injection).
SAMHSA is encouraging MAT
use in its state funding of sub-
stance-abuse treatment programs
through the Substance Abuse
Prevention and Treatment Block
Grant and regulatory oversight of
methadone and buprenorphine for
opioid addiction. Furthermore,

egies focus primarily on address-
ing the overdose epidemic through
enhanced surveillance, effective
policies, and clinical practices that
establish statewide prescribing
norms. Such efforts can be en-
hanced by using data sources to
identify and intervene in cases of
patients or providers who fall out-
side those norms. And the Centers
for Medicare and Medicaid Ser-
vices is working to enhance access
to MATs by Medicaid programs
through improved benefit design
and application of the Mental
Health Parity and Addiction Equi-
ty Act. But to be successful, all
these initiatives require the active
engagement and participation of
the medical community.

The epidemic of prescription-
opioid overdose is complex. Ex-
panding access to MATs is a
crucial component of the effort
to help patients recover. It is also
necessary, however, to implement
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primary prevention policies that
curb the inappropriate prescrib-
ing of opioid analgesics — the
key upstream driver of the epi-
demic — while avoiding jeopar-
dizing critical or even lifesaving
opioid treatment when it is need-
ed. Essential steps for physicians
will be to reduce unnecessary
or excessive opioid prescribing,
routinely check data from pre-
scription-drug—-monitoring pro-
grams to identify patients who
may be misusing opioids, and
take full advantage of effective
MATs for people with opioid ad-
diction.

Disclosure forms provided by the au-

thors are available with the full text of this
article at NEJM.org.
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Abstract

The diversion, misuse, and non-medically supervised use of buprenorphine and buprenorphine/
naloxone by opioid users are reviewed. Buprenorphine and buprenorphine/naloxone are used
globally as opioid analgesics and in the treatment of opioid dependency. Diversion of
buprenorphine and buprenorphine/naloxone represents a complex medical and social issue, and
has been widely documented in various geographical regions throughout the world.

We first discuss the clinical properties of buprenorphine and its abuse potential. Second, we
discuss its diversion and illicit use on an international level, as well as motivations for those
activities. Third, we examine the medical risks and benefits of buprenorphine’s non-medically
supervised use and misuse. These risks and benefits include the effect of buprenorphine’s use on
HIV risk and the risk of its concomitant use with other medications and drugs of abuse. Finally,
we discuss the implications of diversion, misuse, and non-medically supervised use (including
potential measures to address issues of diversion); and potential areas for further research.

Keywords

Buprenorphine; buprenorphine/naloxone; diversion; injection drug use; self treatment; Suboxone;
Subutex; opioid dependence; opioid abuse; opiate abuse; opiate dependence

INTRODUCTION
Opioid Dependence: Extent of the Problem

Opioid abuse and dependence are major medical and social concerns throughout the world,
contributing to excessive morbidity, mortality, disability, and economic costs [1, 2]. The
United Nations Office on Drugs and Crime notes that opiates, particularly heroin, are the
main problem drugs at a global level, with an estimated 15.6 million opioid abusers globally,
including approximately 11.1 million heroin abusers [3]. The WHO also estimates that there
are approximately 12.6 million injection drug users (IDUs) in the world [4], with injection
drug use reported in over 150 countries and territories globally [5]. While the prevalence of
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injection drug use may be low in any given general population, IDUs represent a major point
of entry for HIV into a population; according to UNAIDS, injection drug use accounts for
up to 80% of HIV infections in Eastern Europe and Central Asia [6].

In addition to the risk of HIV infection and transmission, other harms associated with
injection drug use present additional medical challenges. Unsafe injection practices have
contributed to an international epidemic of Hepatitis C virus, with an estimated 120 million
people infected worldwide [7]. Abscesses, endocarditis, and soft tissue infections are
prominent concerns for the health of IDUs [8—10]. Finally, regular use of opioids, regardless
of the route of administration, results in lasting biological and physiological changes in the
brain, including disruptions in inhibitions, motivation, and decision-making processes [11].

Opioid replacement therapy with methadone or buprenorphine is a clinically effective
treatment for opioid dependence. Methadone was first used to treat opioid dependence in the
1960°s [12]. It is a synthetic full mu-receptor agonist that is usually administered to patients
orally on a daily basis for opioid replacement [13]. Buprenorphine, which is described in
greater detail below, is a partial mu-agonist that is administered sublingually to patients
undergoing opioid substitution therapy [13]. Studies examining the effectiveness of opioid
substitution treatment have found that it results in superior retention rates (in comparison to
abstinence only treatment) [14], reduces the amount of illict and nonprescribed opioids used
by patients [12, 14-16], decreases criminal activity [14, 17], and helps to reduce the
transmission of HIV among drug users and the occurrence of high-risk injection practices
[14, 17-19].

While the ultimate goal of substance abuse treatment is abstinence, opioid addiction is a
chronic, relapsing medical condition. In this article, we take a harm reduction approach to
analyze the use of buprenorphine and buprenorphine/naloxone by opioid users.

Buprenorphine - Course of Action, Safety, and Clinical Efficacy

Buprenorphine is a relatively long-acting partial mu agonist and full kappa antagonist
administered sublingually in opioid replacement therapy [13, 20, 21]. Buprenorphine is
commonly sold alone (Subutex®) or in a coformulation with naloxone (Suboxone®) to
prevent parenteral abuse [13, 22-25]. As a partial agonist, buprenorphine exhibits a ceiling
effect at high doses. This means that there is a plateau observed for buprenorphine’s opioid
agonist effects, such as sedation and respiratory depression, even at high doses. In
experimental settings, doses up to 70 times the recommended analgesic dose were well
tolerated in non-dependent males who had previous experience with opioids [20].

Buprenorphine was first used at low doses as an analgesic for post-operative and cancer
patients in the late 1970s [26, 27]. Shortly thereafter, reports of buprenorphine misuse—
marketed at the time as Tamgesic®—began to surface in New Zealand [28] and reports of
injection misuse arose in Europe [29]. A recent report from the World Health Organization
Expert Committee on Drug Dependence noted that, while diversion is currently occurring
and does pose a public health concern, the risk-to-benefit ratio for the continued use of
buprenorphine is favorable [30].

High-dose buprenorphine—available in 0.4mg, 2.0mg, and 8.0mg doses—was introduced in
1980 for the treatment of opioid dependency [31-33]. Buprenorphine is a well-suited
medication for opioid replacement therapy due to its activity as a partial opioid agonist.
Buprenorphine can be substituted for full agonists, such as heroin or morphine, to prevent
withdrawal but it can also be slowly withdrawn without large discomfort, as is often
experienced with methadone [34].

Curr Drug Abuse Rev. Author manuscript; available in PMC 2011 August 11.
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Numerous trials and reviews have established buprenorphine as an effective treatment for
opioid dependence. Buprenorphine is safe and effective for use in acute detoxification,
stabilization, and long-term maintenance of individuals with opioid dependence. In a
randomized controlled trial of buprenorphine, Johnson and colleagues found that
buprenorphine was effective in maintaining patients in treatment and reducing the
consumption of illicit opioids [35]. Additional studies have shown that office-based
treatment (OBT) with buprenorphine is effective and safe for the treatment of opioid
dependency [36, 37]. Office-based therapy provides additional benefits, including
minimization of contact with other drug users and of the stigma associated with drug
dependence [21, 38]. As a result of buprenorphine and buprenorphine/naloxone’s safety
profiles, the U.S. National Institute on Drug Abuse has identified the medication as a first-
line treatment for opioid dependence [39]. The WHO also added buprenorphine as a
complementary medication to the 14t edition of The Model of List of Essential Medicines

[4].

Buprenorphine is intended for sublingual administration. Due to extensive first-pass liver
metabolism, oral dosing of buprenorphine results in low bioavailability and is not feasible.
With sublingual administration, the medication achieves sufficient bioavailability after being
dissolved under the tongue, usually within 5—7 minutes of administration. Buprenorphine/
naloxone is also intended for sublingual dosing, and while the sublingual bioavailability of
buprenorphine is relatively high (ca. 35-55%), that of naloxone is low (ca. 10%); this
property allows the combination buprenorphine/naloxone product to deliver the effects of
the opioid without those of the antagonist, when used as directed [24, 40, 41]. If
buprenorphine/naloxone is injected, however, the bioavailability of naloxone is high; in such
an instance, the naloxone component is intended to both precipitate withdrawal and block
the euphoric/analgesic effects of buprenorphine in opioid-dependent individuals [25].
However, at the current 4:1 buprenorphine/naloxone coformulation ratio, the naloxone
component does not significantly reduce the effects of buprenorphine when the combination
product is injected by individuals who are not dependent on opioids [42]. Thus,
buprenorphine/naloxone is intended to reduce the risk of abuse via injection [22-25].

Although the analgesic properties of buprenorphine and its potential indication for pain
management were documented as early as the 1970’s, new research has examined
buprenorphine’s role in chronic pain management, post-operative pain management, and
non-cancer pain management. In particular, the efficacy and safety of transdermal
buprenorphine has been studied with positive results. Transdermal buprenorphine was
studied with chronic osteoarthritis patients, demonstrating good efficacy and tolerability
[43], and was also studied in a randomized controlled trial for chronic low back pain, where
it was effective at managing pain in patients who had previously received opioids [44]. The
use of sublingual buprenorphine for pain management has also been studied, with the
medication showing a high degree of efficacy, tolerability, and safety in patients with
chronic pain syndrome, even in individuals who suffer from opioid addiction [45]. In a
double-blind comparison of sublingual and transdermal buprenorphine in patients with
osteoarthritis pain, both forms showed similar efficacy, and transdermal buprenorphine
demonstrated better tolerability among patients [46]. Although buprenorphine has not been
extensively used in clinical practice for pain management, current evidence suggests that
buprenorphine may be well-suited for pain management, particularly in high-risk patients,
such as diabetics, the elderly, or individuals with renal failure, due to buprenorphine’s good
safety profile, ceiling effect on respiratory depression, low incidence of adverse events, and
pharmacokinetics that are unaltered by age or renal function [47].

Buprenorphine is currently used in dozens of countries throughout the world for the

treatment opioid dependence and, in some instances, for pain management. Dosing policies,
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access to treatment, levels of patient supervision, and government policies vary widely
among individual countries.

Since 1995, all primary care physicians in France have been able to prescribe buprenorphine
to patients suffering from opioid dependence. Physicians in France are not required to
undergo any specific training to prescribe buprenorphine and do not have any limits on the
number of patients who may receive buprenorphine [48]. In that country, HIV prevalence
and rates of fatal opioid overdose among IDUs have dropped significantly since the
widespread introduction of buprenorphine [31]. By 2006, approximately 95,000 patients
were receiving buprenorphine for the treatment of opioid dependence in France [49].

The United States was the first country to widely use combination buprenorphine/naloxone
(Suboxone®) for office-based treatment (OBT) of opioid dependence. Under provisions of
the US Drug Abuse Treatment Act of 2000 (DATA 2000), any physician can undergo a
training course and subsequently apply for a license to prescribe buprenorphine/naloxone to
individuals with opioid dependence on an out-patient basis [48]. Each physician is initially
limited to 30 patients, but can later apply to prescribe buprenorphine/naloxone to a
maximum of 100 patients [48].

Buprenorphine was approved in Australia in 2000 for detoxification and maintenance of
opioid-dependent patients [50, 51]. Patients commonly receive their dose of buprenorphine
in a pharmacy or community clinic, where the pharmacist or a staff member directly
administers the medication on-site, usually waiting 3—5 minutes before staff inspect the
patient’s oral cavity [52]. Buprenorphine/naloxone (Suboxone®) was approved for the
treatment of opioid dependence in 2005 [51].

Buprenorphine was first introduced in India in 1986 as an analgesic (Tidigesic®), and
reports of buprenorphine ampoule abuse were reported shortly thereafter [53].
Buprenorphine was approved for the treatment of opioid dependence in India in 1999 [54].
In Malaysia, buprenorphine was first licensed for prescription in 2003, and was not highly
regulated. Consequently, reports of abuse quickly emerged and, in 2006, buprenorphine/
naloxone was introduced to replace buprenorphine in the Malaysian market with the aim of
decreasing the practice of buprenorphine injection [55].

Abuse Potential of Buprenorphine

Several studies have examined the reinforcing effects and abuse potential of buprenorphine.
Buprenorphine administration in non-opioid dependent individuals produces the euphoric
effects typically associated with opioids [56, 57]. Subsequent research has demonstrated that
buprenorphine does exhibit positive-reinforcement properties, similar to other opioids [58—
60]. For example, in a study conducted by Comer ef al., participants received a dose of
buprenorphine, buprenorphine/naloxone, or placebo and $20, and were subsequently
allowed to choose between a dose or $20 in a choice session; those who received the actual
medication were more likely to self-administer another dose in comparison to those
receiving the placebo [58]. Another evaluation of buprenorphine in detoxified males with
heroin dependence produced significant euphoria in the participants, but the abuse liability
was considered moderate in comparison to morphine [61]. The abuse potential for
buprenorphine is generally considered to be less than that of full opioid agonists [62, 63].
Collectively, these data indicate that there is some cause for concern regarding initiation of
opioid misuse with buprenorphine, although this risk is lower than that of most other
opioids.

In opioid-dependent individuals, sublingual or parenteral administration of buprenorphine

may precipitate withdrawal and/or limit the reinforcing effect of full agonist opioids, due to

Curr Drug Abuse Rev. Author manuscript; available in PMC 2011 August 11.

116



1dLoSNUB JOUINY Yd-HIN yduosnuely Jouiny Yd-HIN

jduosnuep JoyIny Vd-HIN

Yokell et al.

Exhibit F: PATAT PAC Attachment 3

Page 5

its properties as a high-affinity partial agonist [30, 64—68]. Therefore, due to
buprenorphine’s mixed agonist-antagonist properties, several studies have concluded that
the risk of buprenorphine abuse among opioid-dependent individuals is relatively low [31,
58, 69].

A direct comparison of the prevalence of buprenorphine and buprenorphine/naloxone abuse
is difficult, since each product was introduced into different locations at different times. For
example, in the United States, the monoproduct was never extensively used before the
introduction of the combination product, and heroin remains cheap and highly accessible on
the street. As a result, buprenorphine is not a major drug of abuse in the US. On the
contrary, in many European and Asian countries, buprenorphine monoproduct was available
for years before the introduction of the coformulated product, and limited heroin availability
may have prompted IDUs to make buprenorphine their primary drug, especially in regions
where buprenorphine was not highly regulated. Thus, the overall prevalence of
buprenorphine or buprenorphine/naloxone abuse is not simply a function of the biological
properties of these medications, but rather is dependent on a variety of social, cultural,
political, and economic forces.

BUPRENORPHINE DIVERSION AND ILLICIT USE

Diversion and lllicit Use of Buprenorphine

Buprenorphine abuse by injection was first recorded in the mid-1980s [28, 29]. In the last
two-and-a-half decades, buprenorphine diversion and illicit use have been documented in
countries around the world. In some countries, such as Finland, buprenorphine is the most
widely abused opioid, whereas its abuse in other nations exists to a much lesser extent.
Regardless of the location, various studies, which will be explored further in this section,
have identified motivations for illicit use and abuse. Table 1 displays information from a
selection of relevant studies examining buprenorphine diversion from various geographical
locations. The studies displayed in Table 1 represent articles on buprenorphine diversion that
were published within the last 10 years. The goal of this table is not to be an exhaustive list
of studies; instead it illustrates the range of geographic locations where buprenorphine
diversion has been noted, along with relevant findings to demonstrate the range of diversion
levels in diverse geographical settings.

Since buprenorphine’s widespread introduction in France for the treatment of opioid
dependence in 1995, illicit use and misuse of buprenorphine have been widely documented.
One study reported up to 20% of buprenorphine patients were misusing their prescription
intravenously [31] (see Table 1). Another French study found that 27% of IDUs were
exclusive buprenorphine injectors, with another 37% reporting polydrug use [70]; some of
these IDUs may have purchased their buprenorphine from individuals with a prescription
[71], while others may have obtained buprenorphine by altering or forging prescriptions [63,
72, 73]. Obadia et al. reported similar findings, with 24% of their IDU sample reporting
exclusive buprenorphine use and 34% reporting polydrug use with buprenorphine [74].
While injection of buprenorphine remains the most commonly reported route of
administration for misuse of the medication, sniffing has also been reported in France [75]
and elsewhere [76].

In Finland, buprenorphine, which has been used for pain management since 1997 and was
introduced in 2002 for the treatment of opioid dependence, is the most commonly abused
drug by IDUs and the most commonly abused opioid [77, 78]. A sharp increase in the
misuse of buprenorphine coincided with a notable decrease in 2001 in the availability of
heroin in Finland [77]. Among those entering treatment for opioid dependence, Aalto et al.
found that 29 of 30 patients (97%) reported buprenorphine as their primary drug of abuse
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[77]. Among a larger sample of syringe exchange program (SEP) participants in Finland
(n=176), buprenorphine was the most frequently abused injection drug (73% of
respondents), yet a significant portion of these individuals reported using buprenorphine in a
therapeutic manner, to self-treat withdrawal or addiction [79] (see Table 1). Elsewhere in
Europe, illicit buprenorphine use has been reported in Sweden [80], Scotland [81, 82],
Norway [83], Ireland [84], and Spain [85].

Numerous studies have examined the issue of misuse and non-medically supervised use of
buprenorphine in Australia, where the medication is strictly regulated. Buprenorphine was
introduced in Australia in 2000, followed by the introduction of buprenorphine/naloxone in
2006 in response to concerns of buprenorphine diversion and illicit use [86]. In two separate
studies, about 1/3 of IDUs reported recent buprenorphine injection [87, 88] (see Table 1);
however, buprenorphine was the primary drug of abuse in only about 10% of IDUs [87]. A
significant proportion of primary buprenorphine injectors had a prescription for the
medication [87]. In a cross-sectional study of clients receiving buprenorphine in public
clinics, about one-quarter (26.5%) had ever injected buprenorphine and most patients
reported wanting to take their medication as prescribed [50] (see Table 1). Buprenorphine
diversion by patients receiving supervised dosing at pharmacies has also been reported in
Australia, which often occurs when patients remove the tablet before it is fully dissolved
[89, 90]. In a recent study with 440 patients receiving opioid substitution therapy
(methadone, buprenorphine, or buprenorphine/naloxone), Horyniak and colleagues found
that 18% of their Australian participants ever inhaled buprenorphine or buprenorphine/
naloxone, with smoking being the most common form of inhalation, while rates of
buprenorphine and buprenorphine/naloxone snorting were relatively low. While lifetime
rates of inhalation were relatively high, rates of recent inhalation were low. The authors
postulated that these rates may indicate experimentation and not chronic use, and also
propose that inhalation may represent a harm reduction approach to reduce the use of
injectable opioids [86].

In the United States, buprenorphine was approved for analgesic use (Buprenex®) in 1985 as
a Schedule V Medication. Buprenrophine (Subutex®) and buprenorphine/naloxone
(Suboxone®) were introduced for office-based treatment of opioid dependence in 2002 as
Schedule 111 Medications [91]. Buprenorphine/naloxone is a first-line option for office-based
treatment, with the buprenorphine monoproduct used occasionally for the induction phase
[92, 93]. The SAMHSA (Substance Abuse Mental Health Services Administration)
Consensus Panel on Buprenorphine recommends that buprenorphine/naloxone be used for
the induction, stabilization, and maintenance of most patients in the United States [94].
Currently, approximately 15,700 physicians can prescribe buprenorphine for the treatment
of opioid dependence, with an estimated 3.5M prescriptions written for buprenorphine or
buprenorphine/naloxone in 2008 [91]. Low levels of abuse have been detected since the
medications’ introduction, with buprenorphine and buprenorphine/naloxone generally
ranked as the least-abused or misused opioid among those studied (examples of other
opioids with higher rates of abuse in the U.S. include heroin, oxycodone, hydrocodone,
methadone, morphine, and fentanyl) [95-99]. Buprenorphine/naloxone diversion has been
limited and illicit buprenorphine/naloxone—which is frequently acquired from individuals
with prescriptions—is commonly used in a therapeutic, non-medically supervised manner
[33, 100, 101] (see Table 1).

In 2006, the Malaysian government replaced buprenorphine, which was introduced in 2001
[102], with buprenorphine/naloxone to address concerns of buprenorphine misuse and
injection [55]. After the transition to buprenorphine/naloxone, there was no reduction in
injection risk behaviors among IDUs, but an increase in their use of benzodiazepines [55]
(see Table 1). The concomitant use of benzodiazepines has been identified elsewhere, and
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has been attributed to an increase in euphoric effects of buprenorphine [53], although further
investigation into the exact motivations for the concomitant use of buprenorphine and
benzodiazepines is warranted. In some areas, benzodiazepines may be available over-the-
counter, which may increase rates of concomitant use with buprenorphine. Despite reported
withdrawal symptoms, IDUs did not decrease their self-administration of buprenorphine/
naloxone [55]. In another Malaysian study, a large majority of buprenorphine IDUs reported
lifetime (ca 100%) or current (ca 63%) heroin use [64] and many buprenorphine/naloxone
injectors had developed methods to avoid the effects of naloxone, which included dividing
the tablets into small pieces or mixing it with heroin or benzodiazepines [64]. Reports of
buprenorphine abuse in India indicate that the use of street-acquired buprenorphine is
common among heroin injectors [103]. Recent studies identified buprenorphine as the
second most commonly injected drug (after heroin) in India, and also raised concern over
the number of new IDUs who initiate injection with buprenorphine [104].

MOTIVATIONS FOR BUPRENORPHINE DIVERSION AND INJECTION

Motivations for Buprenorphine Injection

While the practice of diverting buprenorphine has been established in many regions
throughout the world, few studies have examined the motivating factors for such diversion.
Several publications, which are explored below, have identified price, withdrawal
management, insufficient dosing, a lack of other drugs, and a pursuit of euphoria as possible
motivations.

Price—In some regions, buprenorphine is cheaper than heroin when obtained legitimately
for pharmacotherapy or when illicitly purchased on the streets [87]. In some instances, rising
prices of other injectables may influence a transition to buprenorphine [33, 105, 106] or the
lower price of buprenorphine may appeal to injectors who have limited income [84].
Additionally, the decision to inject buprenorphine may also be influenced by cost, as smaller
doses can be used in comparison to sublingual dosing [64, 107]. Indeed, injection use of
buprenorphine is the most biologically efficient route of administration (in terms of
bioavailability) [108—111], with smaller IV doses required to obtain euphoric effects in
comparison to other routes of administration. Although this efficiency may initially appear
more economical, an individual who injects buprenorphine will quickly develop a level of
tolerance that could ultimately result in greater consumption of buprenorphine.

Depending on the geographic region and the degree of availability of illicit buprenorphine,
the medication may be significantly less expensive than comparable doses of other opioids.
In other cases, heroin may be adulterated or hard to acquire. All of these conditions may
contribute to the acquisition and use of illicit buprenorphine [84, 87, 105, 106, 112].

Euphoria—In any area with accessible buprenorphine, some level of diversion and abuse is
to be expected, as is the case with all opioid medications. In various studies, rates of
euphoria seeking, or using buprenorphine to “get high” range from 10% in some regions of
Australia to 97% in Finland [79, 87] (see Table 1). As illustrated by the “Diversion and
Illicit Use of Buprenorphine” section of this article, buprenorphine abuse rates vary widely
across different geographic regions.

lllict Use as a Response to Sub-Optimal Clincial Dosing or Due to a Lack of
Other Drugs—In some instances, patient misuse of buprenorphine by injection or
inhalation may be indicative of sub-optimal clinical dosing [74, 75, 113]. In such cases,
patients may not be receiving an adequate dose of buprenorphine, may be attempting to
maintain the clinical effects of buprenorphine while using less medication (for instance, due
to financial constraints), or may be diverting some of their medication to others (for
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therapeutic purposes or for misuse) while still attempting to maintain buprenorphine’s
therapeutic effects.

Other Motivations for Buprenorphine Diversion

Studies examining buprenorphine diversion and illicit use have identified additional
motivations for such behavior. In Singapore, for example, Chong ef al. note that there is a
false belief among IDUs that intravenous administration of buprenorphine can enhance
erection [107]. In India, where buprenorphine was introduced as an ampoule analgesic in
1986, one study found that buprenorphine users, who constitute about 30% of all IDUs
[104], were less likely to face threats of arrest in comparison to heroin users, that
buprenorphine users believed they were less likely to be harassed by the police if they
possessed buprenorphine rather than heroin, and that buprenorphine users generally only had
minor histories of arrest and incarceration [114] (see Table 1). In another Indian study, an
association was found between intensified police presence and increased injection of
buprenorphine in comparison to the injection of heroin [106]. Collectively, these data
indicate that law enforcement efforts may influence the drug use profiles of a population and
may inadvertently encourage drug-dependent individuals to utilize forms of drugs that
outwardly appear less illegal. Additionally, police enforcement in a particular area may
affect the availability of particular forms of opioids, which could prompt opioid-dependent
individuals to switch to other opioids that have greater local availability.

MEDICAL RISKS AND BENEFITS OF NON-MEDICALLY SUPERVISED
BUPRENORPHINE USE

Medical Benefits of Non-Medically Supervised Buprenorphine Use

While there are public health, medical, social, and legal concerns regarding the misuse and
illicit of buprenorphine, studies have identified various benefits of illicit buprenorphine use.
In many instances, individuals using illicit buprenorphine may be doing so in an attempt to
decrease the illicit use of other opioids, to self-treat opioid dependence, to manage or
mitigate withdrawal symptoms [33, 80, 100, 108], or to attempt to reduce the level of harm
associated with injection drug use [114] (see Table 1). Similarly, studies that examined
differences between buprenorphine and non-buprenorphine IDUs have noted safer injection
practices and lower rates of high-risk HIV activity among buprenorphine injectors [114,
115].

For example, in a recent study in the Republic of Georgia, where buprenorphine is an
unregistered medication, only 13% of IDUs recruited from a needle exchange reported that
buprenorphine was their drug of choice, while 42% reported using buprenorphine to cope
with withdrawal symptoms and 6% used buprenorphine to stop using other drugs [116].

In the United States, a study examining entrants to office-based opioid treatment reported
that a large majority of patients had used non-medically supervised buprenorphine to
prevent cravings and to prevent the onset of withdrawal symptoms [33] (see Table 1). Ina
qualitative study in Massachusetts and Vermont, treatment seekers also frequently reported
using illicit buprenorphine and similar results were found, with patients indicating non-
medically supervised buprenorphine use to prevent withdrawal and to self-treat withdrawal
symptoms [100]. A 2009 U.S. study examining the use of illicit buprenorphine among out-
of-treatment injection and non-injection drug users found that a majority of participants used
the medication to reduce opioid withdrawal symptoms and to self-treat opioid addiction,
with more IDUs than non-IDUs reporting buprenorphine use for these purposes. That same
study also noted that about three quarters of IDUs and half of non-1DUs used diverted
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buprenorphine because they could not afford to enter formal drug treatment [101] (see Table

1.

Additional data from Hakansson ez al. reported in 2007 showed that a majority of surveyed
heroin users (89%) in Sweden reported buprenorphine use in their lifetime, and that among
those illicit users, 87% were using buprenorphine therapeutically, for self-detoxification or
withdrawal treatment. In that same study, sublingual administration of illicit buprenorphine
was most common, consistent with the medication’s intended mode of administration [80].

In Malaysia, Bruce et al. found that injectors were using diverted buprenorphine as a
treatment modality, frequently reporting non-medically supervised buprenorphine use to
avoid heroin or morphine withdrawal. Participants also reported subjective improvements in
quality of life after transitioning to buprenorphine. Buprenorphine use often allowed these
users to obtain and sustain employment, which they were unable to do while injecting heroin
[108].

HIV Risk Behavior and lllicit Buprenorphine

Few studies have examined the associations between non-medically supervised
buprenorphine use and HIV risk behavior. Sullivan e? al. found that office-based
buprenorphine treatment in the U.S. was associated with decreased drug-related HIV risk
behavior, including decreased injection drug use and decreased needle sharing among in-
treatment participants [115]. It is possible that non-medically supervised buprenorphine
users experience similar benefits. In India, Kumar ef a/. noted that illicit buprenorphine
injectors were less likely to share injection equipment and had fewer drug using members in
their social networks [114], which could potentially have a significant impact on injection
drug-related risk of HIV infection. Likewise, in France, individuals who exclusively inject
buprenorphine reported lower rates of needle sharing and polydrug use, while
simultaneously having higher rates of employment in comparison to heroin or cocaine
injectors [31]. Higher rates of employment among exclusive buprenorphine injectors may
indicate that buprenorphine injectors have more stable living situations, possibly due to a
lower severity of addiction, than their heroin- and cocaine-injecting counterparts. What is
not known is whether this is a function of the drug itself or of the type of drug user who uses
buprenorphine by injection.

Medical Risks of lllicit Buprenorphine Use

Despite the therapeutic benefits of non-medically supervised buprenorphine use, concerns
regarding the misuse of diverted buprenorphine, particularly when administered via
injection, should also be considered. Adverse events associated with buprenorphine injection
are similar to those of other injected substances. There have been several reports of
abscesses, soft tissue infections, emboli, acute limb ischaemia, endocarditis, sepsis, and HIV
and Hepatitis C infection associated with injection of buprenorphine [9, 31, 107, 117, 118].
Also, in areas where supervised sublingual dosing of buprenorphine occurs, subsequent
injection of the partially dissolved medication may pose a high risk of microbiological
contamination [87], as microbial flora from a patient’s mouth may be present on the tablet
that will later be injected.

Another concern that arises with the diversion of buprenorphine is the potential that the
medication may be used by individuals experimenting with illicit substances, by individuals
initiating injection administration of drugs, or by individuals who are initiating opioid use
[80, 81]. In Georgia, 11.5% of IDUs reported that buprenorphine was their first drug of
dependence [116], and in France, data suggest that the introduction of buprenorphine may
have contributed to polydrug use among existing injectors [74]. In a recent study in India,
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new initiates of injection were more likely to inject buprenorphine than heroin, which may
be explained by the relatively recent introduction of buprenorphine to that country [104], in
comparison to other opioids, such as heroin, that have been available for many decades.
These data on initiation of injection with buprenorphine in India may be indicative of the
social acceptability of injecting a prescription medication (buprenorphine), as opposed to a
totally illicit drug (heroin), may indicate changes in the general social acceptability of
injection drug use, and/or may reflect the simple fact that buprenorphine was not available
when older IDUs first started injecting opioids. Further research is needed to understand
buprenorphine’s role in the initiation of injection drug use in India. In contrast, in a study of
a national sample of drug users in the United States conducted by some of the authors of this
review, initiation of injection was rare with buprenorphine and co-initiation of heroin use
and buprenorphine was also rare, especially compared to other prescription opioids that were
more commonly co-initiated (methadone pills, hydromorphone, oxycodone) [119].

In comparison to other opioids, the risks associated with buprenorphine diversion are
relatively low. Data indicate that primary buprenorphine injectors do not inject more
frequently than heroin injectors [87] and the euphoric effects of buprenorphine are low in
comparison to full agonists like heroin, oxycontin, hydrocodone, morphine, or methadone
[67, 120, 121]. In comparison to non-prescription opioids (like heroin), buprenorphine
allows users to know the precise dose they are taking and minimizes the risks of other agents
that may be introduced into non-prescription opioids [87].

Collectively these studies examining the risk profiles of buprenorphine users demonstrate
that there is no reason to conclude that buprenorphine users experience any greater risk of
HIV infection or transmission than other IDUs. It is entirely probable that buprenorphine
injectors are at lower risk of HIV infection due to safer injection practices. This may be the
result of less severe withdrawal (in comparison to full agonists) [41] or the long duration of
buprenorphine’s effects [122], which may consequently elicit less desperation, could
provide the user with more time to obtain and prepare the next injection, and may result in a
lower degree of willingness to engage in risky behavior. Further research is needed to assess
relative risks of HIV infection for buprenorphine injectors and other IDUs, and to
differentiate between the effects of buprenorphine on HIV transmission and the
characteristics of buprenorphine injectors that may put them at a decreased risk of HIV
infection.

Concomitant Drug Use and Overdose with Buprenorphine

Concomitant drug use with buprenorphine can present unique medical concerns for the user,
particularly when buprenorphine is combined with benzodiazepines. Overdoses caused
solely by buprenorphine are rare [123], with most overdoses occurring when the medication
is used concomitantly with benzodiazepines or other sedatives [31, 37] (see Table 1).
Despite reports of overdoses involving buprenorphine and benzodiazepines, rates of
overdose have declined by 79% since the introduction of buprenorphine in France [31] and
buprenorphine-related deaths in France, when recorded, are commonly among out-of-
treatment (illicit) buprenorphine users [124].

It is important to note that rates of opioid overdose with buprenorphine are significantly
lower than those associated with methadone [123], due in part to buprenorphine’s ceiling
effect, action as a partial agonist, and limited respiratory depression [20]. A study examining
the relative rates of buprenorphine and methadone deaths in France found that the death rate
attributable to methadone was at least three times greater than that of buprenorphine; the
authors estimated that if all French buprenorphine patients had been treated with methadone
instead of buprenorphine, there would have been approximately 288 deaths from 1994 to

Curr Drug Abuse Rev. Author manuscript; available in PMC 2011 August 11.

122



yduosnuepy Joyiny Vd-HIN Jduosnuepy Joyiny Vd-HIN

1duosnuepy Joyny Vd-HIN

Exhibit F: PATAT PAC Attachment 3
Yokell et al. Page 11

1998, compared to the 46 deaths that occurred while those patients were in buprenorphine
treatment [125].

DISCUSSION

Is There Sufficient Evidence to Conclude That Buprenorphine Diversion is a Problem?

Numerous studies have documented the presence and, in some instances, the extent of
buprenorphine diversion in varying locations around the world. Although the phenomenon
of buprenorphine diversion is now well established, the literature still lacks a complete
explanation and understanding of the motivations for diversion, therapeutic applications of
diverted buprenorphine, and the sources of illicit buprenorphine. As with other abuseable
medications, in any location where buprenorphine is available, diversion will likely occur.
However, discussions of diversion should be broadened beyond the risks or legal
implications associated with this activity. Strong consideration should also be given to the
medical, social, public health, and economic benefits that arise when opioid-dependent
individuals use buprenorphine in a therapeutic manner to self-treat addiction and withdrawal
symptoms or as a harm reduction approach to manage the risks associated with drug
dependence. Any consideration of diversion should balance the overall benefits—both those
seen in clinical patients as well as those seen in illicit users—with the potential harms.

Do the Benefits of Buprenorphine Outweigh the Risks?

As demonstrated in this review article, buprenorphine has the potential to be a drug of abuse,
and is indeed the major drug of abuse in some geographical areas. Simultaneously, the
clinical efficacy of buprenorphine for the treatment of opioid dependency has been
established, and hundreds of thousands of patients have benefited from its clinical
applications and accessibility. Furthermore, evidence presented in this review indicates that
non-medically supervised buprenorphine is frequently used in a therapeutic manner to self-
treat opioid addiction or withdrawal symptoms in individuals who cannot otherwise access
substance abuse treatment, or who do not want to do so. Illicit use of buprenorphine by
IDUs may also represent a harm reduction approach to reduce the consumption of other
opioids, including the injection use of heroin. Additionally, misuse of buprenorphine—such
as improper dosing, inhalation, or injection—among patients enrolled in buprenorphine
treatment may be a sign of insufficient dosing or dissatisfaction with care. Such episodes of
noncompliance may represent an opportunity for providers to adjust opioid substitution
treatment to better meet the needs of buprenorphine patients.

The relative benefits and risks of buprenorphine should also be compared to those of other
opioids. The abuse liability of buprenorphine and its potential for overdose mortality are less
than that of full opioid agonists [61, 62, 94]. Additionally, buprenorphine precipitates
withdrawal when used by opioid-dependent individuals who have other opioids in their
systems, even if the buprenorphine is not coformulated with naloxone [94].

Finally, buprenorphine’s appeal to individuals with opioid addiction is an important reason
to maintain and expand access to buprenorphine. Participants in several studies have
expressed greater interest in engaging in buprenorphine and continuing buprenorphine
treatment in comparison to methadone, have stated that they would only access
buprenorphine and would not utilize methadone, and have stated a desire to switch from
methadone treatment to buprenorphine treatment if possible [126, 127]. These studies
collectively demonstrate the appeal of buprenorphine to many opioid-dependent individuals
and indicate the need for accessible, community-based buprenorphine treatment.
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Should There be Tighter Control/Monitoring of Buprenorphine?

Tighter controls on buprenorphine will likely increase barriers encountered by opioid-
dependent individuals as they seek treatment, may force “black market” sales of
buprenorphine into more reclusive and dangerous settings, and may result in the sale of
tainted or counterfeit medications to individuals who are seeking illicit buprenorphine for
therapeutic purposes. Thus, any increases in control or monitoring should be considered in
parallel with efforts to increase access to affordable and sustainable opioid substitution
therapy for dependent individuals.

Prescription monitoring programs (PMPs), which allow clinicians and pharmacists to
conduct real-time database queries in order to verify a patient’s medication dosing and
detect prescription alteration and “doctor shopping”, present one opportunity to approximate
levels of buprenorphine diversion and misuse. PMPs have the potential to alert public health
officials to potential epidemics of abuse and develop responses to engage illicit
buprenorphine users in formal treatment programs. Integrated monitoring, using novel
information sources like poison control centers, emergency departments, physicians,
community pharmacists, and medical examiners, can be used to identify emerging epidemics
of buprenorphine “doctor shopping,” diversion, and misuse, allowing public health officials
to direct resources toward targeted interventions [63, 96, 128, 129]. Although many existing
and developing systems can provide useful information at a state or regional level, more
localized surveillance could help to better identify areas with a high prevalence of
buprenorphine misuse [98]. In some locations with significant problems regarding the
misuse of prescription opioids, such as the United States, existing prescription monitoring
programs could incorporate efforts to monitor buprenorphine. In nations where prescription
drug diversion is not a major concern, infrastructure many not exist to monitor
buprenorphine diversion using PMPs. Additionally, in developing countries and resource-
limited settings, PMPs may not be a feasible way to monitor diversion. In any location with
a PMP, more active surveillance should also be directed to help physicians engage in safer
prescribing practices.

Monitoring of individuals who use buprenorphine, either through directly observed therapy
(DOT) or electronic monitoring that records the date and time of medication utilization,
could provide another alternative to ensuring compliance with buprenorphine treatment,
following a similar model to some antiretroviral adherence studies for HIV-positive
individuals in the U.S. In Finland, Tacke and colleagues recently reported on a pilot study
examining the feasibility and acceptability of electronic monitoring, using a device that
registers the time and date of tablet removal in a study sample of 12 buprenorphine patients.
The technology was well accepted and participants reported increased adherence to their
treatment plans and decreased diversion of buprenorphine [130]. The costs associated with
electronic monitoring devices may be unreasonable in resource limited settings, in locales
where patients must pay for their own treatment, or where insurance companies or
government agencies are hesitant to burden the extra cost.

Another approach to decrease the street demand for illicit buprenorphine could be to
increase availability of buprenorphine and buprenorphine/naloxone. Market economic
principles would suggest that, with greater availability, cost could decrease and access to
care and utilization of care could increase. This could potentially decrease the demand for
illicit buprenorphine.

Novel and Alternative Delivery Systems for Buprenorphine

Novel and alternative delivery systems could represent an innovative way to decrease
buprenorphine diversion without compromising access to affordable care. One example is
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alternate day dosing with sublingual buprenorphine, which was shown to be clinically
effective, feasible, and acceptable to patients over the past two decades [131-133]. In
situations where health care professionals directly observe patient dosing with
buprenorphine, alternate day dosing has the potential to allow patients to make fewer trips to
the dosing location and requires less contact time for health care professionals. Also, in
locations where diversion of buprenorphine take-home doses is an issue, alternate day
dosing at a medical facility could help to curtail diversion.

Clinical trials with Probuphine®, which utilizes sustained release technology in a hard-to-
extract subdermal implant, have shown steady blood levels of buprenorphine for at least six
months and little evidence of withdrawal [134]. Anecdotal evidence from trial participants
also indicates a preference for the subdermal product because of its lack of opioid effect and
absence of withdrawal symptoms [134]. Larger trials.will be required before this product
can be utilized on a widespread basis.

Although many people who use buprenorphine therapeutically consume the medication
sublingually, it has been noted that IDUs who inject buprenorphine to alleviate withdrawal
symptoms may experience the same level of improvement as those who take it sublingually
[87]. In their 2008 manuscript, Aitken et al. suggest that an injectable form of buprenorphine
could be developed and prescribed by physicians for use in a community setting [87].
Further examination of the diversion potential, patient acceptability, clinical efficacy, and
physician opinion of an injectable form of buprenorphine would be necessary before such an
option could be offered to opioid-dependent IDUs.

Transdermal buprenorphine has also been studied, and could be utilized during acute
detoxification. Recent studies have shown that transdermal buprenorphine is safe, well-
tolerated, and clinically effective for heroin detoxification, suggesting that a 7-day
application of transdermal buprenorphine may be an effective mode of opioid detoxification
[135, 136].

The introduction of buprenorphine/naloxone combination product to areas that are currently
experiencing buprenorphine monoproduct diversion could reduce levels of diversion,
although this approach has not been validated by field experience [55]. The naloxone
component of buprenorphine/naloxone, which should precipitate withdrawal if injected by
opioid-dependent individuals [22-25], could result in lower levels of abuse and a lower
street value than buprenorphine monoproduct. In locations that do not currently allow the
use buprenorphine or buprenorphine/naloxone, initial introduction of buprenorphine/
naloxone may result in lower levels of abuse than what might be expected with the sole
introduction of buprenorphine monoproduct. In such areas, initial negative experiences with
the misuse of buprenorphine/naloxone may result in a low desirability and demand for illicit
buprenorphine and/or buprenorphine/naloxone.

Additionally, Reckitt-Benckiser, the manufacturer of brand name Suboxone® and Subutex®,
recently received approval to market Suboxone® film in the United States [137]. New
research examining buprenorphine diversion should consider the abuse potential of this form
of buprenorphine.

AREAS FOR FURTHER RESEARCH

Research is still needed to understand the motivating factors for the diversion, abuse, and
non-medically supervised use of buprenorphine, particularly in a context that is consistent
with the medication’s therapeutic purpose. Novel, longitudinal research is also needed to
understand the long-term implications of illicit buprenorphine use, including but not limited
to its effects on HIV-risk behavior and treatment seeking behavior for opioid dependence.
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Future clinical investigations could also examine the feasibility and efficacy of
intermittently prescribed buprenorphine for individuals who are interested in abstaining
from illicit opioid use but who are unwilling or unable to enter formal treatment. More
clinical research is needed to understand the efficacy, capabilities, and safety and diversion
concerns of novel forms of buprenorphine, including subdermal and transdermal patches and
implants and Suboxone film.

Also, more data are needed to understand the involvement of buprenorphine in overdose
events (particularly when used concomitantly with other substances), to assess other adverse
consequences, and to describe specifics as to why individuals inject buprenorphine,
including the role of injection buprenorphine in the drug use profiles of polydrug users.
Complications arising from injection buprenorphine use should be further investigated to
determine whether complications are unique to buprenorphine, a result of poly-drug use, or
are simply complications that can be expected of any injection drug use.

Countries that limit the number of patients per provider, such as the United States, should
critically examine these limits and assess their influence on provider availability and clinical
efficacy—expanding the number of patients allowed under these limits or removing them
entirely may provide enhanced access to buprenorphine treatment.

Additionally, countries currently offering directly observed therapy (DOT) buprenorphine
could examine the possibility of a transition to buprenorphine/naloxone, which may allow
for expanded access, take-home dosing, and/or a lower level of abuse potential. Finally,
future research could also examine the potential impact of over-the-counter sale of
buprenorphine or buprenorphine/naloxone, especially in locations where access to
prescribers is limited. More quantitative, qualitative, and ethnographic research and data are
needed on an international level to understand all of these issues.

CONCLUSIONS

Opioid abuse and dependency exert an important and pressing social, economic, and
biomedical toll throughout the world. Opioid substitution therapy has been proven to reduce
illicit opioid use, lower rates of arrest and recidivism, decrease rates of disease transmission,
and increase treatment compliance for co-occurring morbidities [15, 138-140].
Buprenorphine (Subutex® or generic) and buprenorphine/naloxone (Suboxone®) are
clinically safe and effective for the treatment of opioid dependency [13, 25, 36, 94, 138,
141]. Buprenorphine’s safety profile, ceiling effect at high doses, ability to be coformulated
with naloxone to limit injection abuse, and lower abuse potential compared to full opioid
agonists make it a suitable medication for office-based treatment of opioid dependency.

Wherever there is access to any medication with abuse potential, diversion is likely to
follow, making it unsurprising that buprenorphine diversion has been documented. In the
face of documented diversion, it is important to remember that buprenorphine is a clinically
effective and safe medication for the treatment of opioid dependence, with considerably
lower risk potential than other opioids.

Ultimately, introduction of buprenorphine to over 40 countries throughout the world has
increased access to an essential medication and helped hundreds of thousands of individuals
regain stability in their lives and avert negative health consequences associated with opioid
abuse and injection. These benefits—whether achieved through access to a legitimate
prescription or through the therapeutic use of diverted buprenorphine on the street—should
be considered, such that any attempt to limit the diversion and illicit use of buprenorphine
does not result in a concomitant decrease in the accessibility of this potentially life saving
medicine. Extensive efforts should be made to ensure adequate accessibility to affordable
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buprenorphine programs as an option for all individuals with opioid dependence and to

engage individuals who are currently self-treating opioid dependence with diverted
buprenorphine in formal treatment programs with proper medical and psychosocial support.

DEFINITIONS

In this document, the term “non-medically supervised use” refers to use that approximates
reasonable clinical use (sublingual administration). In contrast, the terms “misuse” and
“abuse” refer to the use of buprenorphine, either alone or in combination with other drugs, to
attain euphoria or “get high,” and also refer to instances of buprenorphine use in a dangerous
manner (for example, by intravenous administration). “Diversion” refers to the act of
redirecting buprenorphine or buprenorphine/naloxone from legitimate sources to illegitimate
or illegal ones. The term “buprenorphine” refers to the buprenorphine mono-product
(Subutex®), whereas “buprenorphine/naloxone” refers to the coformulated product
(Suboxone®). Suboxone® is coformulated in a 4:1 ratio of buprenorphine to naloxone, and is
available in 2mg/0.5mg and 8mg/2mg doses. Subutex® is generally available in 0.4mg, 2mg,
and 8mg doses.

Although buprenorphine diversion, abuse, misuse, and non-medically supervised use have
been examined in the current literature, manuscripts on this topic rarely explicitly define
these terms.
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Key Learning Objectives

Buprenorphine and buprenorphine/naloxone are clinically effective medications for
analgesic use and the treatment of opioid dependence. Diversion of buprenorphine and
buprenorphine is occurring throughout the world. The reasons for the diversion of these
medications are not entirely understood, but include utilization for euphoric effects and
self-treatment of opioid dependence. Ultimately, buprenorphine and buprenorphine/
naloxone are exciting, relatively new medications for the treatment of opioid dependence,
and efforts to control diversion should be considered in concert with efforts to increase
access to buprenorphine treatment for individuals with opioid dependence.

Curr Drug Abuse Rev. Author manuscript; available in PMC 2011 August 11.

135



1duosnuely Jouiny Yd-HIN yduosnuey Jouiny Yd-HIN

yduosnuepy Joyiny Vd-HIN

Yokell et al.

Exhibit F: PATAT PAC Attachment 3

Page 24

Future Research Questions

Further research is needed to gain a better understanding of the motivations for and
effects of buprenorphine and buprenorphine/naloxone diversion, misuse, and non-
medically supervised use. The medical risks and benefits of illicit buprenorphine use
remain unclear. The implications of buprenorphine’s concomitant use with other drugs
(licit or illicit) and the subsequent risk of overdose should be examined in further detail.
Finally, new research is needed to examine the efficacy of existing diversion control
measures and to understand the potential impact of new formulations of buprenorphine
on diversion.
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Buprenorphine
Author (Reference Number) | Year of Publication | Location Study Type Population Buprg:l:;hine/ Key Findings and Conclusions
Naloxone (B/N)
32% of IDUs reported injected buprenorphine
within the last 3 months and 10% reported
buprenorphine as their primary drug of
. e injection. Current enrollment in buprenorphine
Aitken [87] 2008 Australia Cross-§ect]10n?] dg@a f]romha 316 a(lictn:e imjection B therapy was significantly associated with
prospective longitudmal cohort Tug USers buprenorphine injection. Authors report that
some buprenorphine injectors may have
similar benefits in wellbeing in comparison to
those who only use buprenorphine orally
73% of respondents reported buprenorphine as
their most commonly used injection drug. 68%
of respondents had tried buprenorphine/
176 attendees at a naloxone viu [V administration, but the
Alho [79] 2007 Finland Cross-sectional survey needle exchange B and B/N majority (80%) reported having a bad
program experience. 11% reported using IV
buprenorphine for “euphoria or pleasure,”
while 73% reported doing so “to treat my
addiction”
About 65,000 patients are treated with
buprenorphine each year. [V buprenorphine
- o :
Auriacombe [31] 2004 France Literature review N/A B n:}?g r?_;f;:;:;‘f? tgég 1{; 253:3;:;:2?;2123?
declined 79% since buprenorphine’s
introduction in 1995
A majority (76%) reported ever obtaining
buprenorphine/naloxone illicitly, with a
51 injecting and 49 majority using the illicit medication for
- : non-injecting out- therapeutic purposes. More IDUs than non-
Bazazi [101] 2011 USA Cross-sectional survey of-treatment opioid BN IDUs repo#edising illicit buprenorphine/
users naloxone for these purposes, while more non-
IDUs than IDUs reported using buprenorphine
to “get high.”
The authors assessed the introduction of
41 buprenorphine/ bbuprenorp.hine/na]oxone in a country where
o uprenorphine alone was previously available.
nal oxone injectors The mean injection dose rose during the
Bruce [55] 2009 Malaysia cross-sectional survey who previously B and B/N introd t<" J d participant ur rtg A th
only injected 4 in {0 uc mn,fan .p;:j 10}1}11? S relpo ed the
buprenorphine evelopment of opioid wit rawa symptoms,
which was associated with increased
benzodiazepine injection and syringe sharing.
350 attendees at a 89% of heroin users reported past-year
Hakansson [80] 2007 Sweden Cross-sectional survey needle exchange B buprenorphine use, of which 87% reported
program buprenorphine use for therapeutic purposes
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Buprenorphine
Author (Reference Number) | Year of Publication | Location Study Type Population Bupr(ell;li)(r);hine/ Key Findings and Conclusions
Naloxone (B/N)
(detoxification or treatment of withdrawal) and
11% reported misusing buprenorphine for
euphoria. Overall, 43% of illicit users reported
consuming buprenorphine intravenously and
29% by snorting.
Buprenorphine injectors were less likely to
share injection equipment, to have more drug
using network members, and to face threats of
arrest. 42% of participants reported
buprenorphine as their primary drug. 74% of
Kumar [114] 2000 India cross-sectional rapid assessment 100 IDUs B buprenorphine users also reported misuse of
other drugs, including benzodiazepine.
Buprenorphine users did not exhibit a sense of
desperation in obtaining more buprenorphine,
as they did not report “agonizing” withdrawal
symptoms
cross-sectional: 78
patients who were Among those seeking treatment, 49% of
beginning or participants reported using buprenorphine in
continuing the last 90 days. Of illicit buprenorphine users,
cross-sectional analysis with a buprenorphine 97% reported using the medication for prevent
Schuman-Olivier [33] 2010 USA subsequent 90-day prospective treatment. B/N cravings, 90% reported doing so to prevent
longitudinal cohort prospective withdrawal, and 29% reporting doing so to
longitudinal cohort? save money. [llicit use of buprenorphine
42 of the cross- decreased when participants had access to a
sectional legitimate prescription.
participants
27% of participants who received
buprenorphine reported ever injecting it, while
66% of methadone users reported injecting
methadone. 65.2% participants receiving
. buprenorphine preferred to take their
448 clients vyho medication as directed. 51% of participants
Winstock [50] 2010 Australia cross-sectional survey were receiving B reported that it was easier to obtain methadone

treatment at a
public opioid clinic

on the street, in comparison to buprenorphine.
The median street cost of buprenorphine was
$2.50/mg. The authors suggest that new
attempts to limit diversion must consider the
impact on personnel, time resources, and
patient acceptability
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Exposure to opioid maintenance treatment reduces
long-term mortality
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ABSTRACT

Aims To (i) examine the predictors of mortality in a randomized study of methadone versus buprenorphine main-
tenance treatment; (ii) compare the survival experience of the randomized subject groups; and (iii) describe the causes
of death. Design Ten-year longitudinal follow-up of mortality among participants in a randomized trial of metha-
done versus buprenorphine maintenance treatment. Setting Recruitment through three clinics for a randomized trial
of buprenorphine versus methadone maintenance. Participants A total of 405 heroin-dependent (DSM-1V) partici-
pants aged 18 years and above who consented to participate in original study. Measurements Baseline data from
original randomized study; dates and causes of death through data linkage with Births, Deaths and Marriages regis-
tries; and longitudinal treatment exposure via State health departments. Predictors of mortality examined through
survival analysis. Findings There was an overall mortality rate of 8.84 deaths per 1000 person-years of follow-up
and causes of death were comparable with the literature. Increased exposure to episodes of opioid treatment longer
than 7 days reduced the risk of mortality; there was no differential mortality among methadone versus buprenorphine
participants. More dependent, heavier users of heroin at baseline had a lower risk of death, and also higher exposure
to opioid treatment. Older participants randomized to buprenorphine treatment had significantly improved survival.
Aboriginal or Torres Strait Islander participants had a higher risk of death. Conclusions Increased exposure to opioid
maintenance treatment reduces the risk of death in opioid-dependent people. There was no differential reduction
between buprenorphine and methadone. Previous studies suggesting differential effects may have been affected by

biases in patient selection.
Keywords Buprenorphine, longitudinal, maintenance treatment, methadone, mortality, opioid dependence, RCT.
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INTRODUCTION

Opioid dependence is associated with mortality rates
approximately 13 times higher than the general popula-
tion of the same age and sex [1,2]. Research to date has
demonstrated that one of the more effective ways of
reducing this increased mortality risk is the provision of
opioid replacement therapy which, to date, has been
in one Swedish study,
untreated heroin-dependent people had mortality rates

examined for methadone:

63 times the general population, while the mortality rate
was eight times lower in those receiving methadone com-
pared to untreated heroin-dependent people [3]. An Aus-
tralian study showed that the relative risk of an untreated

© 2008 The Authors. Journal compilation © 2008 Society for the Study of Addiction
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heroin-dependent person dying was 3.5 times that of a
patient receiving methadone maintenance treatment [4].

The diverse predictors of mortality in opioid-
dependent subjects have been considered in a number of
cohort studies. A London cohort of heroin-dependent
participants recruited in 1969 noted that neither the
length of heroin use nor the age at study intake predicted
survival; however, external factors such as drug market
and treatment system changes were associated with mor-
tality rate changes [5]. A Glasgow cohort recruiting 69%
of its participants with heroin as the principal drug of
choice (11% in methadone treatment) noted that treat-
ment did not have a significant impact on survival;
however, the risk of fatality increased through the drug
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user’s career, with younger cohort and human immuno-
deficiency virus (HIV)-positive cohort members having a
more rapidly increasing risk of fatality [6]. A cohort study
from Thailand noted that the predictors of mortality in
injecting opioid or amphetamine drug users recruited
from detoxification treatment included ethnic minority
status, incident HIV infection and a longer duration of
drug injection [7]. Bisexual sexual orientation, homeless-
ness, infrequent injections of heroin/cocaine ‘speedballs’
and daily use of powdered cocaine or inhalant drugs such
as amyl nitrate were all identified as predictors of death in
a large group of primarily heroin-using injecting drug
users in Washington [8]. These studies have recruited
primarily heroin-dependent or injecting drug users from
treatment programmes, including methadone mainte-
nance treatment. To our knowledge, none have been
noted to recruit from buprenorphine maintenance treat-
ment programmes.

Different maintenance pharmacotherapies may have
differential overdose mortality risks: buprenorphine is a
partial opioid agonist, whereas methadone is a full opioid
agonist [9]. However, there are few published data on
mortality associated with buprenorphine treatment com-
pared to methadone, and that which exists is limited to
naturalistic studies where patients have self-selected
to receive buprenorphine or methadone treatments
[10-12], which involves a possible bias in mortality risks
between groups. Randomization would remove this selec-
tion bias, but no long-term mortality data from random-
ized studies of methadone versus buprenorphine have yet
been published.

Commencing in 1996, a randomized study compar-
ing methadone with buprenorphine maintenance for the
treatment of opioid dependence was conducted in Aus-
tralia [13]. This current study examines the mortality of
these 405 randomized study participants 10 years after
the commencement of the original study. The study aims
to: (i) examine the predictors of mortality in study
participants; (ii) compare the survival experience of
buprenorphine and methadone-randomized partici-
pants, controlled for treatment exposure over time; and
(iii) describe the causes of death in the study participants.

METHODS
Participants

Participants consisted of the 405 entrants to a random-
ized, double-blind trial of buprenorphine versus metha-
done maintenance therapy for the treatment of opioid
dependence, which has been published previously [13].
The participants were recruited originally between 1996
and 1998 from three opioid maintenance treatment
clinics in Australia, two in Sydney, NSW and one in

© 2008 The Authors. Journal compilation © 2008 Society for the Study of Addiction
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Adelaide, South Australia. All were diagnosed as opioid-
dependent according to DSM-IV criteria [14], were aged
18 years or older, lived with commuting distance of the
clinic and were willing and able to sign informed consent
to participate [13]. In the trial, participants were ran-
domized to receive cither methadone or buprenorphine
for a 3-month (91-day) study period. Participants could
then continue to remain on their randomized treatment
for an unrestricted time after the study period.

Baseline measures

Self-reported measures used from the original study data
included: sex; Aboriginal or Torres Strait Islander origin;
highest level of education; employment status; marital
status; number of methadone treatment episodes prior to
study; and heroin use prior to study (approximate months
of heroin use). Sections of the Opiate Treatment Index
[15] were used for level of risky injecting practices
(including questions on injecting frequency, using a
needle used previously by someone else, lending a used
needle to others and cleaning used needles for re-use);
level of injection-related problems (including questions
on drug overdose, tissue damage resulting from injection
and difficulty injecting in last month); level of heroin use
(‘hits’/smokes/snorts of heroin per day in last month);
and level of polydrug use (number of different drug types
used in past month). Dependence severity was measured
using the Severity of Dependence Scale [16].

Additional variables completed by study personnel
included: completion of study treatment (whether a
subject remained in study treatment for the full 91 days
or not) and randomized group (either methadone or
buprenorphine).

Data included in the study
Mortality data

In 2006, data requests were placed for each of the
trial participants to obtain both mortality information
and opioid maintenance treatment exposure for the
8-10 years after entry into the original study. To obtain
mortality information, full identifying data on the study
participants was forwarded to the NSW and SA Births,
Deaths and Marriages registries.
included full name, middle initial/middle name if avail-
able, any alias names or alternative spelling (not available
for SA participants), date of birth, gender and a date of
last known contact (date of randomization to the original
study). Searches for matches on the basis of these identi-
fied data were conducted by Births, Deaths and Marﬁages
staff. Paper reference copies of NSW death certificates
were forwarded to the National Drug and Alcohol
Research Centre (NDARC) on 2 February 2006, and

Identifying data
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clectronic copies of SA death certificates followed some
months later. In all analyses, mortality is taken up to the
date NSW mortality data were received.

‘The different primary causes of death were classified
into a number of categories: drug overdose, trauma
(e.g. gunshot, hanging, injuries), cancer, HIV/AIDS or its
complications, other medical complications, or hepatitis
or its complications.

Treatment exposure

Treatment data for both states were obtained by a request
to the bodies administering methadone and buprenor-
phine treatment: the Pharmaceutical Services Branch,
NSW Health and Drug and Alcohol Services South Aus-
tralia. For all methadone and buprenorphine treatment
episodes undertaken by study participants since random-
ization to the original study, episode start and end dates,
type of treatment, and information on the medication
dosing point were requested. This information was
obtained through database search by patient name and
identifier number in NSW and via hand-searching of
clinical records by name in SA and forwarded electroni-
cally to NDARC.

Treatment data were then sorted into discrete
‘episodes’ of treatment, where a new episode commenced
if the subject entered opioid maintenance treatment more
than 7 days after exiting prior treatment, or if the subject
changed between methadone and buprenorphine main-
tenance treatments. In cases where the subject’s prescrib-
ing doctor or dosing location changed without there being
a 7-day interval between exiting and re-entering treat-
ment, this was considered to be a continuous episode of
treatment. Episodes of treatment were coded either as
methadone treatment longer than 14 days, buprenor-
phine treatment longer than 14 days and/or opioid
(methadone or buprenorphine) maintenance treatment
longer than 7 days. The first 14 days of treatment is gen-
crally considered to be the highest risk time of methadone
maintenance treatment [17], and this same period of time
was also applied to buprenorphine treatment for consis-
tency. The cut-off period of 7 days was selected as this is
the approximate duration of physical heroin withdrawal
symptoms [18] and the length of several commonly used
out-patient heroin withdrawal regimens in use in Austra-
lia [19,20]. It should be noted that exposure to buprenor-
phine treatment was anticipated to be less than
methadone treatment, because buprenorphine treatment
became more accessible only gradually in Australia after
its registration in 2000 and subsidization through the
Pharmaceutical Benefits Scheme from 2001 [21].
However, all participants randomized originally to
buprenorphine treatment were permitted to remain in this
treatment until the drug was registered officially.
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Statistical analyses

Analyses were conducted using SAS version 9.1 and
Excel 2003. Initial tests included basic descriptive analy-
sis, t-tests and ? tests. In survival analysis, log-rank tests
were used and participants still alive at the analysis point
(2 February 2006) were censored. For survival regression
models, possible predictors of mortality were identified
through literature searches and obtained through the
study baseline interview data and the longitudinal data of
treatment exposure.

Predictors of mortality were investigated using pro-
portional hazards survival analysis models. Those vari-
ables with log-rank P-values less than 0.25 in univariate
regressions, the original randomized study group vari-
able, and all interaction terms between the variables were
retained for consideration in the proportional hazards
survival model. Backwards stepwise elimination was
used, commencing with the least significant interaction
terms and progressing to the main effects. Variables with
Wald P-values of less than 0.05 were retained in the
model. If an interaction term was retained, the two main
effects for which the interaction was being considered
were also retained in the model. The final model was then
examined for possible violations of the proportional
hazards assumption.

Ethics approval to conduct the present mortality study
was received from UNSW Human Research Ethics Com-
mittee and the Royal Adelaide Hospital Ethics Committee.

RESULTS
Sample characteristics

A total of 200 participants were randomized to buprenor-
phine and 205 participants to methadone. The sample
was 69% male, median 28 years of age (18-58 years).
Five per cent classified themselves as of Aboriginal or
Torres Strait Islander (ATSI) origin, 50% had completed
9-10 years of education and 66% were unemployed at
study entry. At baseline, participants were using a
median of 2.5 ‘hits’ or ‘shots’ of heroin per day, and had
used a median of four different drug categories in the
month before study entry. There were no significant dif-
ferences between the randomized groups in demograph-
ics or drug use variables [13].

Treatment exposure in the follow-up period

Fifty-three per cent of participants remained in treatment
for the full 3 months of randomized study treatment. The
follow-up period included the period of randomized treat-
ment until the mortality data extraction on 2 February
2006, and amounted to 3394 person-years. There was
no difference over the follow-up period in percentage time
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Test statistic

Variable description (LR x*1) P-value HR (95% CI)
Age (years) 2.32 0.13 NR
ATSI origin (yes or no) 7.20 0.0073 5.32(1.89, 14.95)
Dependence severity (score/15) 6.86 . 0.0088 NR
Level of heroin use (uses/day) 9.05 0.0026 NR
Randomized group (MMT or Bup) 6.19 0.013 NR
No. of opioid treatment episodes 7.60 0.0058 0.72 (0.56,0.93)
Interactions™
Dependence severity x heroin use 11.44 0.00072 0.88 (0.83,0.95)
Randomized group X age 5.66 0.017 0.89 (0.81, 0.98)

*Interaction terms between all variables were considered, but for brevity only those remaining in the final model have been reported here. Hazard ratios
(HR) have not been reported for the individual variables that make up significant interaction terms in the model, although these individual variables
remained in the model. LR = likelihood ratio, NR = not reported, MMT = methadane maintenance treatment, Bup buprenorphine.

exposure to opioid maintenance treatment episodes
greater than 7 days (t = 0.64, P = 0.52) across random-
ized groups. Participants spent a median of 43% of
follow-up time in episodes of maintenance treatment
lasting longer than 7 days, across a median of two
episodes.

Significant differences were noted in the exposure to
methadone and buprenorphine between the randomized
treatment groups. Participants randomized to metha-
done treatment were significantly more likely to spend
in methadone
treatment episodes longer than 14 days (t=4.83,
P <0.0001), and participants randomized to buprenor-
phine were similarly significantly more likely to spend
longer time in buprenorphine treatment episodes longer
than 14 days (Z=11.45, P <0.0001).

greater percentage follow-up time

Mortality

There were 30 deaths in the follow-up period (16 in the
buprenorphine randomized group, 14 in the methadone
randomized group), with an overall mortality rate of
8.84 deaths per 1000 person-years of follow-up.
Twenty-seven deaths definitely occurred while par-
ticipants were not registered in opioid maintenance
pharmacotherapy—a mortality rate of 14.29 deaths per
1000 person-years while ‘out of treatment’. Three deaths
occurred while a pharmacotherapy treatment episode
was still officially ‘open’ (1.99 deaths per 1000 person-
years), but in two of these cases we considered their
actual treatment status at death uncertain: one subject
died of complications of opioid toxicity over a year before
their episode of buprenorphine treatment was officially
completed, while the second died from cancer approxi-
mately 3 years before their episode of methadone treat-
ment was officially terminated. The final fatal case in an
open episode of treatment died from multi-drug toxicity

© 2008 The Authors. Journal compilation © 2008 Society for the Study of Addiction
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555 days after commencing methadone. If we assume
that this was the only death ‘during treatment’, the mor-
tality rate is 0.66 per 1000 person-years.

There was a median of almost a year (355 days)
between the completion of an opioid maintenance treat-
ment episode and death. One death (by gunshot wound)
occurred 3 days after treatment completion; no other
deaths occurred within a fortnight of treatment comple-
tion. One death (by heroin toxicity) occurred during nal-
trexone treatment for opioid withdrawal.

Predictors of mortality during follow-up

The following variables were excluded at the univariate
stage on the results of log-rank tests (P> 0.25): sex,
highest level of education, baseline employment status,
baseline marital status, months of heroin use prior to
study, level of polydrug use, level of risky injecting prac-
tices, level of injection-related problems, whether subject
completed initial study treatment (91 days) and number
of methadone treatment episodes prior to study entry.

The regression model initially included eight main
effects and 28 associated interaction terms. Backwards
stepwise regression was used, allowing for missing
values. The percentage time spent in opioid treatment
greater than 7 days and both the percentage time and
number of treatment episodes for more than 14 day
methadone and buprenorphine treatment were excluded
during the modelling process for P = 0.05. The final
model showed no major violations of the proportional
hazards assumption. Table 1 shows all those variables
included in the final model.

Controlling for all other factors in the model, exposure
to every additional treatment episode of methadone or
buprenorphine treatment lasting longer than 7 days,
reduced the risk of death on average by 28% [95% confi-
dence interval (CI) 7-44%)]. Participants identifying as
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Aboriginal or Torres Strait Islander origin had 5.32 times
the risk of death of non-Aboriginal or Torres Strait
Islander participants, controlling for other model factors
(95% CI 1.89-14.95).

Interestingly, among more dependent participants
using more heroin at bascline, the risk of death during
follow-up was 12% lower (95% CI: 5-18%) than less
dependent, less frequent heroin users at baseline. Post hoc
exploratory analyses suggested that this might have been
related to more dependent and heavier heroin users being
more likely to spend more time in opioid maintenance
treatment. Participants with the top 50% of dependence
severity and the top 50% of heroin use at baseline spent
significantly more time in opioid maintenance treatment
longer than 7 days, compared to those participants in the
lower 50% of both categories (median 54.36% versus
37.13% of follow-up, t=2.17, P=0.031).

Among older participants randomized to buprenor-
phine treatment at treatment entry, the risk of death
during the follow-up period was 11% lower (95% CL:
2-19%) than younger participants who were randomized
to methadone at study entry. Post hoc analyses of this
association suggested that this could have been related to
the time spent in buprenorphine treatment. Older partici-
pants randomized to buprenorphine treatment spent sig-
nificantly more time in buprenorphine treatment longer
than 14 days (median 7.17% versus 0% of follow-up,
Z=28.45, P<0.0001), and significantly less time in
methadone treatment longer than 14 days (median
8.81% versus 29.50% of follow-up, t = 2.05, P =0.042)
compared to younger participants randomized to
methadone treatment. These subject groups did not
significantly differ on the time spent in either opioid main-
tenance treatment longer than 7 days (median 45.85%
versus 33.30% of follow-up, t=1.43, P=0.16).

Causes of death

Drug overdose or related complications were the most
common cause of death in the 30 deceased participants,
accounting for 40% of the deaths. Causes of death and
mortality rates are presented in Table 2.

DISCUSSION

A greater number of treatment episodes lasting longer
than 7 days, regardless of whether this was methadone
or buprenorphine, increased long-term survival.
There appeared to be no differential effect of either
treatment—it was exposure to stable treatment that was
important. These results support previous studies finding
reduced mortality risk during opioid maintenance treat-
ment [3,22-25]. Participants identifying as Aboriginal

or Torres Strait Islander origin were over five times
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Table 2 Causes of death.

Mortality rate

(deaths per
Cause of death No (%) 1000 py)
Drug overdose or its sequelae 12 (40%) 3.54
Trauma (e.g. gunshot wounds, 6(20%) 1.77
hanging, asphyxia)
Other medical reasons (e.g. hepatic 3 (10%) 0.88
encephalopathy, endocarditis)
Cancer 2(7%) 0.59
AIDS or its complications 2 (7%) 0.59
Cause of death unknown 5(17%) 1.47
Total 30 8.84

py = person-years.

more likely to die than non-Aboriginal or Torres Strait
Islander participants. Indigenous status remains a well-
recognized mortality risk in Australia [26].

Two significant interaction terms in our regression
model showed some interesting effects. More severely
dependent, heavier heroin-using participants were less
likely to be dead at follow-up. This unexpected finding
could be explained partially by these participants spend-
ing more time in stable maintenance treatment episodes
and thus reducing their mortality risk. Indeed, more
dependent, heavier heroin-using participants at baseline
spent significantly more study follow-up time in opioid
maintenance treatment longer than 7 days, compared to
less dependent, less heroin-using participants (t=2.17,
P =0.031). This is a promising finding, implying that, at
least in the NSW and South Australian clinical settings,
those people who have the greatest need of opioid main-
tenance treatment are able to access it; and by so doing,
they reduce their mortality risk.

Older participants randomized to buprenorphine
treatment were less likely to be dead at follow-up. While
older participants randomized to buprenorphine treat-
ment spent significantly more time in buprenorphine
maintenance treatment longer than 14 days (Z = 8.45,
P <0.0001), they did not spend significantly more time
in opioid maintenance treatment longer than 7 days
(t=1.43, P=0.16) and spent significantly less time in
methadone maintenance treatment longer than 14 days
(t=2.05, P=0.042) compared to younger participants
randomized to methadone treatment. It appears that the
older people randomized to buprenorphine may have
benefited more in terms of their survival from exposure to
buprenorphine rather than exposure to methadone treat-
ment. Further research is needed to clarify this.

It has been questioned whether methadone and
buprenorphine maintenance treatment had different
long-term mortality outcomes, but so far this question
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has been addressed only in seclf-selected treatment
samples [10,11]. Previous studies did not allow for direct
control for characteristics of the respective treatment
populations, which probably differed in other important
ways that impact upon mortality risk. This is the first
study that has examined mortality risk in a randomized
controlled trial of these two pharmacotherapies. In this
randomized study we can see that the original study ran-
domization had no direct impact on long-term mortality,
except in the case of older participants randomized
to buprenorphine treatment, who showed improved
survival.

Seven per cent of participants died during follow-up,
giving a crude mortality rate of 8.84 deaths per 1000
person-years of follow-up. Only one death occurred
during opioid maintenance treatment (methadone) and
an additional death occurred during naltrexone with-
drawal treatment. Deaths were predominantly from
opioid overdose or trauma, consistent with the literature
[27], and the mortality rates for these causes of death
were comparable to rates reported previously [28]. The
low AIDS-related mortality is a clear reflection of the low
prevalence of HIV in the Australian injecting drug user
population [29]. While the impact of the high hepatitis C
prevalence in Australian opioid-dependent was not
reflected in the primary causes of death, it and other
comorbid conditions have been shown to be a significant
source of morbidity in this population [30,31] and may
have contributed to some of the deaths.

Limitations

The primary limitation of this study concerns the ease of
availability of buprenorphine treatment exposure over
time, as the original study was commenced prior to
buprenorphine treatment registration in Australia. The
ideal situation to examine the impact of methadone and
buprenorphine on mortality would be in a long-term ran-
domized study where patients had ready access to their
randomized treatment over time but were not permitted
to change between treatments. As this is clearly not fea-
sible, the current study design would seem to be the next
best option. As there were no significant differences
between study groups at baseline, we were able to control
for patient characteristics in our analyses, and found no
differential effect of the time that was spent in buprenor-
phine versus methadone treatment.

Treatment exposure other than opioid maintenance
pharmacotherapies such as naltrexone was not mea-
sured routinely. It is possible that exposure to other treat-
ments had an impact on mortality, but as methadone and
buprenorphine account for the great majority of opioid
dependence treatment in Australia we expect this effect to
be a minor one.

© 2008 The Authors. Journal compilation © 2008 Society for the Study of Addiction
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CONCLUSIONS

This study examined mortality risk in a randomized
controlled trial of methadone versus buprenorphine
maintenance treatment. Exposure to episodes of opioid
maintenance treatment reduces mortality in opioid-
dependent participants, and there did not appear to be a
differential effect of methadone or buprenorphine expo-
sure on mortality. Only one death occurred during an
opioid maintenance treatment episode. Interestingly,
more dependent, heavier heroin users had a reduction in
mortality risk associated with greater exposure to opioid
maintenance treatment than less heavy or dependent
users; further, older participants randomized to bupre-
norphine treatment had significantly improved survival,
perhaps from an increased exposure to buprenorphine
treatment. Causes of death were consistent with those
reported previously in the literature. While exposure to
methadone and buprenorphine treatment after the con-
clusion of the randomized controlled trial were influ-
enced by the availability of treatments over time, we have
demonstrated that greater access to opioid maintenance
treatment episodes, whether buprenorphine or metha-
done, reduces mortality risk in opioid-dependent people.
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National and Stéte Treatment Need and Capacity for
Opioid Agonist Medication-Assisted Treatment

l Christopher M. Jones, PharmD, MPH, Melinda Campopiano, MD, Grant Baldwin, PhD, MPH, and Elinore McCance-Katz, MD, PhD

The abuse of prescription opioid pain relievers
(OPRs) and illicit opioids such as heroin con-
tributes to significant morbidity and mortality
in the United States. After an unprecedented
increase in overdose deaths, primarily involv-
ing OPRs, drug overdose death became the
leading cause of injury death in the United
States in 2009.! Underlying many of these
deaths is a history of substance use disorder.*™*
Indeed, rates of substance abuse treatment
admissions for OPR abuse have increased in
parallel with OPR overdose deaths.® Recently,
concerns have focused on the relationship
between OPR abuse and heroin initiation and
subsequent increases in heroin use and deaths
as well as transitions to injection drug use and
increases in rates of HCV infections.™

Opioid agonist medication-assisted treatment
(OA-MAT) with methadone or buprenorphine is
the most effective treatment for opioid use
disorder'* OA-MAT has been shown to in-
crease treatment retention and to reduce opioid
use, risk behaviors that transmit HIV and
hepatitis, and mortality.”*-*° Historically, meth-
adone, via federally regulated opioid treatment
programs (OTPs), has been the main source of
OA-MAT. Research has demonstrated signifi-
cant access barriers to methadone, including
waiting lists for treatment entry, limited geo-
graphic coverage, limited insurance coverage,
and the requirement that many patients receive
methadone at the OTP daily.*2*

To expand OA-MAT to a more geographi-
cally diverse population and integrate addic-
tion treatment into general medical settings,
Congress passed the Drug Addiction Treat-
ment Act of 2000 (DATA 2000).*° DATA
2000 permits qualified physicians to request
a waiver (referred to in this article as a DATA
waiver) from the Controlled Substances Act to
treat opioid addiction outside of an OTP.
Specifically, the law allows physicians to re-
quest a DATA waiver from the Substance
Abuse and Mental Health Services Adminis-
tration (SAMHSA) to prescribe certain Schedule
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frends in opioid agonist

Objectives. We estimated national and state o}
capacity to identify gaps

medication-assisted treatment (OA-MAT) need and
and inform policy decisions.

Methods. We generated national and state rates of past-year opioid abuse or
dependence, maximum potential buprenorphine treatment capacity, number of
patients receiving methadone from opioid treatment programs (OTPs), and the
percentage of OTPs operating at 80% capacity or more using Substance Abuse
and Mentel Health Services Administration data.

Results. Nationally, in 2012, the rate of opioid abuse or dependence was 891.8
per 100000 people aged 12 years or older compared with national rates of
maximum potential buprenorphine treatment capacity and patients receiving
methadone in OTPs of, respectively, 420.3 and 118.9. Among states and the
District of Columbia, 96% had opicid abuse or dependence rates higher than

operating at 80% capacity or more.

r
2015.302664)

-V opioids approved by the US Food and
Drug Administration for the treatment of opioid
addiction.?® The Drug Enforcement Adminis-
tration then assigns separate registration num-
bers to identify DATA-waived physicians. These
physicians can initially prescribe to as many as
30 patients. As of 2007, DATA-waived physi-
cians can after 1 year submit a revised waiver to
prescribe to as many as 100 patients. In October
2002, the Food and Drug Administration ap-
proved 2 buprenorphine formulations (a single
entity and a combination with naloxone) as the
first products that could be used under DATA
2000.

Similar to methadone, barriers exist for pa-
tients seeking OA-MAT with buprenorphine.
Provider availability and willingness to pre-
scribe, limited insurance coverage, and cost are
commonly cited barriers.?%3® In addition, pro-
vider barriers exist and contribute to the limited
number of physicians seeking a DATA waiver
and the underuse of buprenorphine among
those who had obtained a waiver. Consistently
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10
their buprenorphine treatment capacity rates; 37% had a gap of at least 5 per
1000 people. Thirty-eight states (77.8%) reported at least

Conclusions. Significant gaps between treatment need and capacity exist at
g Y

the state and national levels. Strategies to increase the number of OA-MAT
providers are needed. {Am J Public Health. 2015;105:e55-e63. doi:10.2105/AJPH.
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75% of their OTPs were

identified barriers include willingness to pre-
scribe, low provider confidence in addressing
addiction, limited access to addiction experts,
lack of institutional or office support, lack of
behavioral health services, and reimbursement
concerns.*~*% Studies have found that approx-
imately 44% to 66% of DATA-waived physi-
cians actually prescribe buprenorphine; of these
prescribers, the majority do not prescribe to
their maximum patient limit 32-333537:38

It is thought that access to OA-MAT has not
kept pace with the increasing problem of opioid
addiction in the United States.>*3°*° However,
studies have not quantified the gap between
OA-MAT treatment need and capacity. We
expanded the literature by estimating national
and state OA-MAT treatment need and capac-
ity. This information can substantially improve
understanding of available OA-MAT resources
and treatment gaps and inform policy and
programmatic decisions to increase access to an
intervention with well-documented public
health benefits.

Research and Practice | e55



The National Survey on Drug Use and
Health (NSDUH) provides estimates of the use
of alcohol, tobacco, and drugs by the US
civilian, noninstitutionalized population aged
12 years or older. Additional information on
the NSDUH methodology is available else-
where.* We used public-use-file NSDUH data
from 2003 to 2012 and restricted-use NSDUH
data from 2009 to 2012.#%

The National Survey of Substance Abuse
Treatment Services (N-SSATS) is an annual
survey conducted by SAMHSA that captures
detailed information on all known substance
abuse treatment facilities throughout the
United States, including OTPs. We used data
from the 2003 to 2012 N-SSATS public-use
files.**

SAMHSA maintains information on all
DATA-waived physicians such as certification
date, state in which they practice, authorized
patient limit (30 or 100), and whether they are
listed on the SAMHSA buprenorphine treat-
ment locater.*® We used information from the
program’s inception in 2002 through 2012.

dy Variables
We used past-year opioid abuse or depen-
dence to estimate treatment need. NSDUH
respondents who report past-year drug use are
asked a series of questions modeled after
criteria in the Diagnostic and Statistical Manual
of Mental Disorders (4th edition)*® to identify
individuals with past-year abuse or depen-
dence on specific substances. For this analysis,
we focused on individuals who met criteria for
past-year abuse or dependence on opioids
(either OPRs or heroin, or both).

To estimate the annual number of patients
receiving methadone, we calculated the total
number of patients receiving methadone in
OTPs on the N-SSATS annual reference date,

March 31. In addition, OTPs are asked to
' report their current outpatient operating ca-
pacity on the reference date. For this analysis,
we assessed the percentage of OTPs operating
at 80% capacity or higher.

To estimate buprenorphine treatment ca-
pacity, we calculated the total number of
patients each DATA-waived physician could
prescribe to, either 30 or 100. We focused on
the total number of patients who could be

e56 | Research and Practice | Peer Reviewed | Jones et al.
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treated with buprenorphine because this best
represents the maximum potential buprenor-
phine treatment capacity.

Dotz A f
43 2 1=

National opioid agonist medication-assisted
treatment need and capacity. To estimate treat-
ment need, we generated counts and rates of
past-year opioid abuse or dependence by year
for 2003 to 2012. For OA-MAT treatment
capacity, we calculated by year for 2003 to
2012 cumulative counts and rates of DATA-
waived physicians with a 30- or 100-patient
limit and total number of potential patients
who could be treated with buprenorphine,
counts and rates of OTPs in operation annually,
and patients receiving methadone in OTPs
annually. Rates were per 100 000 people aged
12 years and older, based on data from the US
Census Bureau.*” We used the unpaired,
2-tailed ¢ test to test for statistically significant
(P<.05) differences in annual estimates and
rates of past-year opioid abuse or dependence
compared with the 2012 estimate.

State opioid agonist medication-assisted
treatment need and capacity. To estimate treat-
ment need, we calculated average annual
rates of past-year opioid abuse or dependence
by state using combined 2009 to 2012
restricted-use NSDUH data. To estimate
OA-MAT treatment capacity, we calculated
state rates of the maximum number of patients
who could be treated with buprenorphine, the
number of OTP patients receiving methadone,
and the percentage of OTPs operating at 80%
or greater capacity. To further elucidate state-
level differences in markers of treatment ca-
pacity and access, we calculated by state the
percentage of DATA-waived physicians with
a 100-patient limit and the percentage of
physicians listed on the SAMSHA buprenor-
phine treatment locator (a publicly available
resource to help patients identify a potential
treatment provider) through December 31,
2012. State rates are per 1000 people aged 12
years and older. We used the Pearson corre-
lation coefficient to assess the relationship
between state rates of past-year opioid abuse or
dependence and OA-MAT treatment capacity.

We conducted all analyses with SAS ver-
sion 9.3 (SAS Institute, Cary, NC), SAS-callable
SUDAAN (RTI International, Research Tri-
angle Park, NC), SPSS Complex Samples (IBM
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Corporation, Armonk, NY), and Microsoft
Excel 2010 (Microsoft Corporation,
Redmond, WA).

At the national level, past-year opioid abuse
or dependence increased significantly between
2003 and 2012 (Table 1). In 2003, an
estimated 1 507 130 people aged 12 years
and older met criteria for opioid abuse or
dependence; by 2012, this had increased to
2 319 213 people. The rate of past-year opioid
abuse or dependence increased significantly
from a rate of 634.1 per 100 000 people aged
12 years and older in 2003 to a rate of 891.8
in 2012.

Treatment capacity also increased during
the study period. The cumulative number of
DATA-waived physicians with a 30-patient
limit increased from 1800 in 2003 to 16 095
by 2012. The cumulative number of DATA-
waived physicians with a 100-patient limit
increased from 1937 in 2007 to 6103 in
2012. By 2012, the maximum number of
patients who could be treated with buprenor-
phine in the United States was 1093 150,
arate of 420.3 per 100 000 people aged 12
years and older.

The number of OTPs operating during the
study period was relatively stable, with be-
tween 1067 and 1239 OTPs operating each
year. The number and rate of patients receiving
methadone in OTPs increased annually be-
tween 2003 and 2012, from 227 003 to
311718, arate of 95.5 per 100 000 people
aged 12 years and older in 2003 to a rate of
119.9 in 2012. In 2012, 3.5 times as many
patients could be treated with buprenorphine
as were receiving methadone in OTPs.

Figure 1 depicts annual national trends in
past-year opioid abuse or dependence and
OA-MAT treatment capacity as represented by
the number of patients receiving methadone
each year in OTPs and the cumulative maxi-
mum number of patients who could be treated
with buprenorphine. In 2012, the difference
between the number of people with past-year
opioid abuse or dependence and combined
methadone and buprenorphine treatment ca-
pacity was approximately 914 000 individuals.

Table 2 compares rates at the state level
of past-year opioid abuse or dependence,
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TABLE 1—Number and Rates of Past-Year Opioid Abuse or Dependence and Opioid Agonist Medication-Assisted Treatment Capacity, by Year:

Past-Year Opioid Abuse or Dependence

DATA-Waived Physicians, No. (Rate®)

Maximum Potential

Patients Receiving

Opioid Treatment ~ Methadone in Opioid

With 30- With 100- Buprenorphine Programs/ Treatment Programs/

Year Estimate (95% Cl) Rate® (95% Cl) Patient Limit Patient Limit- Patients, No. (Rate®)  Year, No. (Rate?) Year, No. (Rate?)
2003 1507 130° (1303742, 1710518) 634.1° (552.8, 727.2) 1800 (0.8) 0(0) 54000 (22.7) 1067 (0.4) 227003 (95.5)

2004  1661297° (1475 145, 1 847 449) 690.7° (619.1, 770.6) 3219 (1.3) 0(0) 96 570 (40.2) 1070 (0. 4) 240961 (100.2)
2005  1690219° (1468703, 1911735)  694.9° (609.6, 792.1) 5419 (2.2) 0(0) 162570 (66.8) 1069 (0.4 235836 (97.0)

2006  1842275° (1611676, 2072874)  748.8 (662.5, 846.3) 7887 (3.2) 0(0) 236 610 (96.2) 1203 (0. 5) 258752 (105.2)
2007  1854894° (1541794, 2167993)  748.4 (634.1, 883.2) 8566 (3.5) 1937 (0.8) 450 680 (181.8) 1108 (0.4) 262 684 (106.0)
2008  1887196" (1679588, 2094 804)  755.4 (674.0, 846.7) 11029 (4.4) 2509 (1.0) 581770 (232.9) 1132 (0.5) 268071 (107.3)
2009 2053570 (1807 374, 2299 767) 8155 (721.5, 921.6) 12228 (4.9) 3380 (1.3) 704 840 (279.9) 1239 (0.5) 285686 (113.5)
2010 2105757 (1761273, 2450242)  830.3 (707.3, 974.5) 13344 (5.3) 4441 (1.8) 844 420 (332.9) 1166 (0.5) 299 643 (118.1)
2011 2097 321 (1837497, 2357 144) 814.2 (718.0, 923.1) 14 656 (5.7) 5230 (2.0) 962 680 (373.7) 1189 (0.5) 307 780 (119.5)
2012 2319213 (1980730, 2657695)  891.8 (772.8, 1028.9) 16095 (6.2) 6103 (2.3) - 1093 150 (420.3) 1167 (0.4) 311718 (119.9)

®Rates are per 100 000 people aged > 12 years.

maximum potential rates of buprenorphine treat-
ment capacity, percentage of DATA-waived
physicians with a 100-patient limit, percentage of
DATA-waived physicians listed on the buprenor-
phine treatment locator, and percentage of OTPs
operating at 80% or greater capacity by state.
Rates of past-year opioid abuse or dependence
ranged from 3.4 per 1000 people aged 12 years
and older in Kansas to 12.9 in West Virginia
Rates of buprenorphine treatment capacity varied
from 0.7 patients per 1000 people aged 12 years
and older in South Dakota to 13.8 in Vermont.
Forty-eight states and the District of Columbia
(96%) had rates of past-year opioid abuse or
dependence that were higher than their rates of
buprenorphine treatment capacity; 19 states
(37%) had a gap of at least 5 per 1000 people.
Through 2012, 27.5% of DATA-waived
physicians nationally had a waiver to prescribe to
as many as 100 patients. No state had more than
45% of their DATA-waived physicians with
a 100-patient limit, with 29 of 51 (56.7%) having
300% or fewer. The percentage of DATA-waived
physicians listed on the buprenorphine treatment
locator nationally was 55.4%. The percentage by
state varied from 19.9% in Vermont to 72.2% in
Alabama. Sixteen of 51 (31%) had fewer than
50% of DATA-waived physicians listed on the
treatment locater.

August 2015, Vol 105, No. 8 | American Journal of Public Health

Note. Ci = confidence interval; DATA = Drug Addiction Treatment Act of 2000.
Source. Data are from the National Survey on Drug Use and Health, the National Survey of Substance Abuse Treatment Services, and the SAMHSA DATA 2000 Waiver Program.

®past-year opioid abuse or dependence estimate or rate is statistically significantly different than 2012 estimate (P <.05).

Eighty-two percent of OTPs nationally
reported operating at 80% or greater capacity
in 2012. Of 48 states and the District of
Columbia, 13 (26.5%) reported 100% of their
OTPs were operating at 80% or greater ca-
pacity. Another 25 states (51.0%) reported at
least 75% of their OTPs were operating at
80% or greater capacity. Wyoming and North
Dakota had no OTPs in 2012.

Figure 2 compares state average annual rates
of past-year opioid abuse and dependence for
2009 to 2012 and state rates of OA-MAT
capacity (combined maximum number of potential
buprenorphine patients and number of patients
receiving methadone in OTPs) in 2012. The
correlation between state rates of past-year opioid
abuse or dependence and OA-MAT capacity was
moderately positive (r=0.41; P=.003).

DISCUSSION

This study’s findings show that potential
OA-MAT treatment capacity increased mark-
edly between 2003 and 2012—driven largely
by the increase in number of DATA-waived
physicians. Nonetheless, our findings indicate
that the large gap in treatment need and
capacity did not significantly close as the opioid
epidemic took hold. In 2012, a gap of nearly 1

149

million people existed nationally, which repre-
sents a best-case scenario in which all DATA-
waived physicians are prescribing at their
maximum patient limit. Previous research has
indicated that this is not the case.3%333>37.38
Indeed, a random survey of DATA-waived
providers in 2008 estimated that the number
of patients currently receiving buprenorphine
represented 57% of potential capacity.*® Ap-
plying the estimate of 57% to the 2012 data in
our study, this represents roughly 623 000
current buprenorphine patients. If we base
capacity on a provider’s voluntary listing on the
buprenorphine treatment locator—or approxi-
mately 55% of DATA-waived providers—we
estimate that slightly more than 709 000 patients
are receiving buprenorphine. These estimates
suggest a gap between treatment need and ca-
pacity of 1.4 and 1.3 million in 2012, respectively.
At the state level, our findings demonstrate
significant variation in treatment need and
capacity, with a majority of states having higher
rates of treatment need than treatment capac-
ity. With respect to potential buprenorphine
treatment capacity, the majority of states had
a gap of at least 3 patients per 1000 people.
Moreover, the majority of OTPs were operating
at 80% or more capacity, suggesting that they
would not be able to handle a significant

Jones et al. | Peer Reviewed | Research and Practice | e57



Exhibit H - PATAT PAC Attachment 5

== = OA-MAT capacity
2500000 - -

=== Past year opioid abuse or dependence

= Maximum potential buprenorphine capacity

=== OTP patients on methadone

2000000 -
4
@
>
S 1500000 A
=
©
£
y—
o
o
3
c 1000000 -
>
=z

Ve
500000 _
=
= -
- ctoe

2003 2004 2005 2006 2007 2008 2009 2010 2011 2012

Note. OA-MAT = opioid agonist medication-assisted treatment; OTP = opioid treatment program.

Year

number of new patients. The moderate corre-
lation between rates of past-year opioid abuse
or dependence and OA-MAT capacity under-
scores the disconnect between state treatment
need and capacity. Previous studies have
identified a number of factors driving the
differential adoption and diffusion of
medication-assisted addiction treatment. These
factors include differences in Medicaid and
other insurance coverage, state licensing and
regulation of treatment facilities, facility fund-
ing sources, and parity laws.**>° These policies
may have contributed to the state variation
in OA-MAT capacity, percentage of providers
seeking a 100-patient limit, and percentage
of providers listed on the buprenorphine
treatment locator seen in this study. It is
worth noting that states in the northeastern
United States tended to have greater poten-
tial OA-MAT capacity than states in other
regions. Many were early adopters of
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FIGURE 1—Trends in past-year opioid abuse or dependence and opioid agonist medication-
assisted treatment capacity: United States, 2003-2012.

buprenorphine-based MAT and have imple-
mented a number of unique programs to
expand OA-MAT capacity.?®->?

As demonstrated in this study, far more
patients are in need of treatment than can
currently access it. Studies have shown that
a minority of patients in need of treatment
actually seek or receive it.*! Primary reasons
include inadequate accessibility or availability,
stigma, a belief that they can handle the
problem without treatment, not being ready to
stop using substances, lack of health insurance
coverage, privacy concerns, and treatment
cost"* Through the Patient Protection and
Affordable Care Act,? several changes will
help address some of these patient-level bar-
riers. Clinical services for substance use disor-
ders are an essential health benefit that must be
covered by insurers, with specific coverage
varying by state and health plan. In addition,
the expansion of Medicaid in 27 states and the
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District of Columbia as of October 2014 means
that individuals who previously did not qualify
for Medicaid—many with substance use disor-
ders—will have coverage for substance abuse
treatment in the states that expand. Although
these changes help to remove certain barriers,
this study highlights the fundamental need for
a sufficient supply of trained clinicians to pro-
vide care for these newly covered individuals.
Additional efforts are needed to put systems in
place to better identify people in need of
treatment and to connect people with the right
treatment when they seek care. Moreover,
efforts to reduce the stigma of addiction and
the use of medications to treat addiction must
continue to be supported. It has been well
documented that addiction and MAT-related
social stigma contribute to social isolation, re-
duce help-seeking behaviors, and undermine
long-term recovery.®* Sufficient capacity is
irrelevant if stigma prevents patients from
seeking treatment.

A series of complementary, clinician-focused
practice and policy changes at both the national
and the state levels will be required to address
the treatment gap identified in this study. In
addition to changes under the Affordable Care
Act, changes that address administrative bar-
riers such as clinician reimbursement strategies
that provide appropriate and timely payment
for services are needed. Restrictions imposed
on pharmacy benefits such as preauthorization,
“fail-first,” quantity limits, and lifetime limits on
duration of therapy intended to support ap-
propriate cost-effective prescribing are barriers
for both patients and providers and contribute
to reduced uptake of OA-MAT.29313235 A
assessment of these policies for intended and
unintended outcomes is needed.

Education of physicians in the diagnosis and
management of addiction is inadequate, and low
confidence in addressing addiction and admin-
istrative factors such as lack of institutional and
administrative support are barriers to providing
OA-MAT 3323536 Not only does time spent in
science-based education in addiction across
clinician training need to be improved, support
needs to be available to assist trained providers
in OA-MAT adoption. Investments in programs
that use onsite mentors and access to experi-
enced clinicians can help provide the skills
needed to implement office-based treatmen
Adoption of remote forms of behavioral therapy

t.55
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TABLE 2—Rates of Past-Year Opioid Abuse or Dependence, Maximum Potential Buprenorphine Treatment Capacity, Percentage of DATA-Waived
Physicians With 100-Patient Limit, Percentage of DATA-Waived Physicians on Treatment Locator, and Opioid Treatment Program Operating
Capacity by State: United States, 2012
Maximum Potential % of DATA-Waived Physicians
Past-Year Opioid Abuse Buprenorphine Treatment 100-Patient Limit Listed on Buprenorphine
Region or Dependence,” Rate (95% Cl) Capacity, Rate (95% Cl) for Buprenorphine Treatment Locator % of OTPs at > 80% Capacity
United States 8.3 (7.8, 8.9) 41(4.1,4.) 215 55.4 823
Northeast region
" Connecticut 95 (5.7, 15.9) 74 (1.3,15) 29.4 53.4 96.8
Maine 10.0 (7.0, 14.0) 133 (13.1, 13.5) 338 321 70.0
Massachusetts 11.7 (1.3, 18.6) 9.9 (9.8, 10.0) 310 39.7 90.0
New Hampshire 11.2 (7.3, 18.6) 42 (4.1, 4.4) 34.4 46.7 75.0
New Jersey 10.3 (6.8, 15.5) 5.8 (5.7, 5.9) 288 62.4 914
New York 6.9 (5.5, 8.6) 6.7 (6.6, 6.7) 22.0 59.7 87.0
Pennsylvania 10.3 (8.1, 12.9) 6.5 (6.5, 6.6) 30.6 48.1 87.3
Rhode Island 12.0 (7.9, 18.1) 10.0 (9.8, 10.2) 353 46.1 833
Vermont 9.9 (6.8, 14.5) 13.8 (135, 14.1) 223 19.9 100
Midwest region
Illinois 6.0 (4.6, 7.8) 22(21,22) 242 60.1 76.9
In.diana 12.6 (8.6, 18.4) 28(28,29) 343 62.9 833
lowa 3.5 (2.6, 4.8) 1.0 (0.9, 1.0) 218 473 50.0
Kansas 3.4(1.9,5.9) 1.7 (1.7, 1.8) 18.6 62.9 100
Michigan 9.2 (1.3, 11.6) 5.3 (5.2, 5.3) 303 50.4 733
Minnesota 4.1(2.3,7.3) - 20(19,20) 22.6 40.0 92.9
Missouri 8.3 (5.4, 12.8) 22(2.1,22) 30.6 51.9 80.0
Nebraska 6.6 (3.7, 11.8) 1.2 (1.2, 13) 18.2 54.6 100
North Dakota 4.1 (2.6, 6.3) 20(19,21) 24.0 48.0 No OTPs
Ohio 10.0 (8.1, 12.3) 4.0 (3.9, 4.0) 347 59.8 100
South Dakota 4.7 (2.2, 10.0) 0.7 (0.6, 0.8) 0.0 375 0.0
Wisconsin 49 (29, 8.4) 33(32 33 27.6 48.3 100
South region :
Alabama 6.4 (4.1, 10.0) 4.0 (3.9, 4.0) 418 722 75.0
Arkansas 11.6 (7.0, 18.9) 1.7 (1.6, 1.7) 39.4 62.0 1<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>